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U.S. Department of Energy, Richland Operations Office
American Federation of Government Employees (AFGE), Local 788
Collective Bargaining Agreement

Preamble
This Collective Bargaining Agreement (CBA) is entered into to prescribe certain rights and
obligations of the employees of the Department of Energy, Richland Operations Office (RL)/Office
of River Protection (ORP), represented by the American Federation of Government Employees
(AFGE), Local 788, and to delineate procedures that are designed to meet the special
requirements and needs of RL/ORP. The provisions of this Agreement have been negotiated and
should be interpreted in a manner consistent with the requirements of an effective and efficient
Department. RL/ORP and AFGE, Local 788, are dedicated to partnership efforts designed to
assure success for our respective organizations to maintain a cooperative and constructive
working relationship.



Specific to the Non-

Article 1 Recognition and Coverage |5« ccional Unit

Section 1.01 Agreement

This Collective Bargaining Agreement, hereinafter referred to as “Agreement” or “CBA,” is
made and entered into by and between the U.S. Department of Energy, Richland Operations
Office (RL)/Office of River Protection (ORP), hereinafter referred to as the “Employer,” and the
American Federation of Government Employees, Local 788, hereinafter referred to as the
“Union.” This Agreement constitutes the CBA between the Employer and the Union, hereinafter
referred to as the “Parties.”

Section 1.02 Bargaining Unit

The Bargaining Unit to which this Agreement is applicable is comprised of all non-supervisory,
non-professional employees of RL/ORP except as set forth in this section. The Bargaining Unit
specifically excludes all supervisors, management officials, confidential employees, employees
engaged in Federal personnel work in other than a purely clerical capacity, and temporary
employees on appointment not to exceed 90 calendar days.

Section 1.03 Coverage

The terms and conditions of this Agreement apply only to positions within the Bargaining Unit
and to employees who occupy those positions. In the administration of all matters covered by
this Agreement, the Employer, the Union, and employees are governed by existing or future
laws, including policies set forth in government-wide regulations; by published Agency-wide
policies and regulations in existence at the time this Agreement is approved; and by subsequently
published Agency-wide policies and regulations that are required by law.
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Specific to the
Professional Unit

Article 1 Recognition and Coverage

Section 1.01 Agreement

This Collective Bargaining Agreement, hereinafter referred to as “Agreement” or “CBA,”
is made and entered into by and between the U.S. Department of Energy, Richland
Operations Office (RL)/Office of River Protection (ORP), hereinafter referred to as the
“Employer,” and the American Federation of Government Employees, Local 788,
Professional Unit, hereinafter referred to as the “Union.” This Agreement constitutes the
CBA between the Employer and the Union, hereinafter referred to as the “Parties.”

Section 1.02 Bargaining Unit

The Bargaining Unit to which this Agreement is applicable is comprised of all non-
supervisory, professional employees of RL/ORP except as set forth in this section. The
Bargaining Unit specifically excludes all supervisors, management officials, confidential
employees, employees engaged in national security work, and employees engaged in
Federal personnel work in other than a purely clerical capacity, and temporary employees
on appointment not to exceed 90 calendar days.

Section 1.03 Coverage

The terms and conditions of this Agreement apply only to positions within the Bargaining
Unit and to employees who occupy those positions. In the administration of all matters
covered by this Agreement, the Employer, the Union, and employees are governed by
existing or future laws, including policies set forth in government-wide regulations; by
published Agency-wide policies and regulations in existence at the time this Agreement
is approved; and by subsequently published Agency-wide policies and regulations that
are required by law.
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. . Specific to the Non-
Article 2 Definitions Professional Unit

The following definitions are applicable to terms used in this Agreement:

Agency: The U.S. Department of Energy

Agreement: The Collective Bargaining Agreement (CBA) made and entered into by and
between the U.S. Department of Energy, Richland Operations Office (RL)/Office of River
Protection (ORP) and AFGE, Local 788.

ADR: Alternative Disputes Resolution Program. The ADR Program is an effort to resolve
employment discrimination complaints in a more timely, less adversarial and cost effective
manner. The ADR approach is mediation, an opportunity for parties to see resolution on an
informal basis with the assistance of a trained mediator.

Authority: Federal Labor Relations Authority (FLRA). The body responsible for administering
and interpreting Title VII of the Civil Service Reform Act of 1978, prescribing regulations and
making decisions on unit determinations, unfair labor practice charges, national consultation
rights, negotiability disputes, and exceptions to Arbitrator’s awards.

Bargaining Unit: The Bargaining Unit to which this Agreement is applicable is comprised of
all non-supervisory, non-professional employees of RL/ORP except as set forth in this section.
The Bargaining Unit specifically excludes all supervisors, management officials, confidential
employees, employees engaged in Federal personnel work in other than a purely clerical
capacity, and temporary employees on appointment not to exceed 90 calendar days.

CTAP: Career Transition Assistance Program.

C.F.R.: Code of Federal Regulation.

Conditions of Employment: Personnel policies, practices, and matters, whether established by
rule, regulation, or otherwise, affecting working conditions, except that such term does not
include policies, practices, and matters (a) relating to political activities prohibited under 5 U.S.C
§ 7323 and 7324; (b) relating to the classification of any position; or (c) to the extent such
matters are specifically provided for by Federal statute.

Days: Refers to calendar days, unless otherwise specified.

DPO: Differing Professional Opinion. A conscientious expression of a professional opinion that
differs from a prevailing management position, disagrees with a management decision, or takes
issue with a proposed or an established practice involving technical issues relating to the
mission, including environment, safety, and health.

Employee: An individual employed by the U.S. Department of Energy, Richland Operations
Office (RL)/Office of River Protection (ORP) and occupies a Bargaining Unit position.
Employer: The U.S. Department of Energy, Richland Operations Office (RL)/Office of River
Protection (ORP).

HRM: The RL Human Resource Management Division.

I&I: Impact and Implementation Bargaining. When the decision to change conditions of
employment of Bargaining Unit employees is protected by management’s rights, there is a duty
to notify the Union and, upon request, bargain on procedures that management will follow in
implementing its protected decision as well as on appropriate arrangements for employees
expected to be adversely affected by the decision.

In Writing: Notification between the Parties conveyed through a written medium. Unless
otherwise specified in the specific section of this Agreement, e-mail is a satisfactory method of
notification.
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LAN: Local Area Network. A network of personal computers in a small area (as an office) that
are linked by cable, can communicate directly with other devices in the network, and can share
resources.

Manager: The Manager of the U.S. Department of Energy, Richland Operations Office
(RL)/Office of River Protection (ORP) or a duly authorized representative.

Official Time: All time granted to an employee by the Employer to perform representational
functions conveyed under Article 7, Union Representation & Official Time, of this Agreement
when the employee would otherwise be in a duty status, without charge to leave or loss of pay,
and shall be considered hours of work.

OPF: Official Personnel File.

OPM: Office of Personnel Management.

ORP: The U.S. Department of Energy, Office of River Protection, the Employer.

Parties: The Employer and the Union.

RL: The U.S. Department of Energy, Richland Operations Office, the Employer.

SCD: Service Computation Date.

Form 1187: Standard Form, Request for Payroll Deductions for Labor Organization Dues.
OPM SF-1188: Standard Form, Cancellation of Payroll Deductions for Labor Organization
Dues.

SF-50: Standard Form, Notification of Personnel Action.

SF-52: Standard Form 52, Request for Personnel Action.

OPM Form 71: Request for Leave or Approved Absence.

Union: The American Federation of Government Employees (AFGE), Local 788.



Specific to the
Professional Unit

Article 2 Definitions

The following definitions are applicable to terms used in this Agreement:

Agency: The U.S. Department of Energy

Agreement: The Collective Bargaining Agreement (CBA) made and entered into by and
between the U.S. Department of Energy, Richland Operations Office (RL)/Office of
River Protection (ORP) and AFGE, Local 788, Professional Unit.

ADR: Alternative Disputes Resolution Program. The ADR Program is an effort to
resolve employment discrimination complaints in a more timely, less adversarial and cost
effective manner. The ADR approach is mediation, an opportunity for parties to see
resolution on an informal basis with the assistance of a trained mediator.

Authority: Federal Labor Relations Authority (FLRA). The body responsible for
administering and interpreting Title VII of the Civil Service Reform Act of 1978,
prescribing regulations and making decisions on unit determinations, unfair labor practice
charges, national consultation rights, negotiability disputes, and exceptions to Arbitrator’s
awards.

Bargaining Unit: The Bargaining Unit to which this Agreement is applicable is
comprised of all non-supervisory, professional employees of RL/ORP except as set forth
in this section. The Bargaining Unit specifically excludes all supervisors, management
officials, confidential employees, employees engaged in national security work, and
employees engaged in Federal personnel work in other than a purely clerical capacity,
and temporary employees on appointment not to exceed 90 calendar days.

CTAP: Career Transition Assistance Program.

C.F.R.: Code of Federal Regulation.

Conditions of Employment: Personnel policies, practices, and matters, whether
established by rule, regulation, or otherwise, affecting working conditions, except that
such term does not include policies, practices, and matters (a) relating to political
activities prohibited under 5 U.S.C § 7323 and 7324; (b) relating to the classification of
any position; or (¢) to the extent such matters are specifically provided for by Federal
statute.

Days: Refers to calendar days, unless otherwise specified.

DPO: Differing Professional Opinion. A conscientious expression of a professional
opinion that differs from a prevailing management position, disagrees with a management
decision, or takes issue with a proposed or an established practice involving technical
issues relating to the mission, including environment, safety, and health.

Employee: An individual employed by the U.S. Department of Energy, Richland
Operations Office (RL)/Office of River Protection (ORP) and occupies a Bargaining Unit
position.

Employer: The U.S. Department of Energy, Richland Operations Office (RL)/Office of
River Protection (ORP).

HRM: The RL Human Resource Management Division.

I&I: Impact and Implementation Bargaining. When the decision to change conditions of
employment of Bargaining Unit employees is protected by management’s rights, there is
a duty to notify the Union and, upon request, bargain on procedures that management will
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follow in implementing its protected decision as well as on appropriate arrangements for
employees expected to be adversely affected by the decision.

In Writing: Notification between the Parties conveyed through a written medium.
Unless otherwise specified in the specific section of this Agreement, e-mail is a
satisfactory method of notification.

LAN: Local Area Network. A network of personal computers in a small area (as an
office) that are linked by cable, can communicate directly with other devices in the
network, and can share resources.

Manager: The Manager of the U.S. Department of Energy, Richland Operations Office
(RL)/Office of River Protection (ORP) or a duly authorized representative.

Official Time: All time granted to an employee by the Employer to perform
representational functions conveyed under Article 7, Union Representation & Official
Time, of this Agreement when the employee would otherwise be in a duty status, without
charge to leave or loss of pay, and shall be considered hours of work.

OPF: Official Personnel File.

OPM: Office of Personnel Management.

ORP: The U.S. Department of Energy, Office of River Protection, the Employer.
Parties: The Employer and the Union.

RL: The U.S. Department of Energy, Richland Operations Office, the Employer.

SCD: Service Computation Date.

Form 1187: Standard Form, Request for Payroll Deductions for Labor Organization
Dues.

OPM SF-1188: Standard Form, Cancellation of Payroll Deductions for Labor
Organization Dues.

SF-50: Standard Form, Notification of Personnel Action.

SF-52: Standard Form 52, Request for Personnel Action.

OPM Form 71: Request for Leave or Approved Absence.

Union: The American Federation of Government Employees (AFGE), Local 788
Professional Unit.



Article 3 Employees’ Rights

Section 3.01 Policy

A.

All RL/ORP employees shall have the right to form, join, or assist any labor
organization, or to refrain from any such activity, freely and without fear of penalty or
reprisal, and each employee shall be protected in the exercise of such rights.

. Except as otherwise provided in law and this Agreement, such right includes the

right:

1. To act for a labor organization in the capacity of a representative and the right, in
that capacity, to present the views of the labor organization to heads of Agencies
and other officials of the executive branch of government, the Congress, or other
appropriate authorities; and

2. to engage in collective bargaining with respect to conditions of employment
through representatives chosen by employees.

Each employee has the right to work in an environment free of legally prohibited
discrimination. The Employer and the Union are committed to protecting this right.

Section 3.02 Conduct

A.

Bargaining Unit employees and management officials/supervisors will conduct
themselves in a professional and businesslike manner, characterized by mutual
courtesy, in their day-to-day working relationships.

The Parties agree that person-to-person discussions between supervisors and
employees are necessary and commonplace occurrences at the work place. To this
end, RL/ORP employees have the right, regardless of Union membership, to bring
matters of concern to the attention of appropriate officials in accordance with
applicable laws, rules, and regulations. All employees are required to report incidents
of waste, fraud, abuse, mismanagement, and misuse of government property and
equipment and should do so without fear of reprisal from any individual or entity.

The initiation of a grievance in good faith by an employee will not cause any
reflection on the employee’s standing with the employee’s supervisor or on the
employee’s loyalty or desirability to the organization. RL/ORP employees who have
relevant information concerning any matter for which remedial relief is available
under this Agreement will, in seeking resolution of such matter, be assured freedom
from restraint, interference, coercion, discrimination, intimidation, or reprisal.
Additionally, employees have the right to designate the Union for the purpose of
representing them in any grievance or formal discussion with the Employer.



Section 3.03 Weingarten Rights
A. 5U.S.C. §US Code : Title 5, Section 7114 7114(a)(2) provides in part as follows:

“An exclusive representative of an appropriate unit in an Agency shall be given the
opportunity to be represented at any examination of an employee in the unit by a
representative of the Agency in connection with an investigation if:

1. The employee reasonably believes that the examination may result in
disciplinary action against the employee; and
2. the employee requests the representation.”

B. When the Bargaining Unit employee being interviewed is accompanied by a
representative furnished by the Union, the role of the representative includes the
following rights:

To clarify the questions;

to clarify the answers;

to assist the employee in providing favorable or extenuating facts;

to suggest other employees who have knowledge of relevant facts; and

to advise the employee. During such interviews, employees must provide
responses to interview questions directly. The representative shall not testify
for the employee.

SNk W=

C. If an employee notifies management that he or she wants to be represented by the
Union during an interview, management may grant the employee’s request or
discontinue the interview.

Section 3.04 Annual Weingarten Notice

The Employer will inform Bargaining Unit employees annually, in writing of their rights
to a Union representative at an examination of an employee by a representative of the
Employer in connection with an investigation if the employee reasonably believes that
the examination may result in disciplinary action against the employee and the employee
requests the representation.

Section 3.05 Illegal Orders

Employees have the right to refuse, without fear of Employer reprisal, to obey an order
that would require the employee to violate a law, including local traffic ordinances,
parking prohibitions, and speed limits. If management later determines that following the
order would not have violated a law, the employee may be subject to disciplinary or
adverse action for refusing to obey the order.



Section 3.06 Resignation

The decision on whether and when to resign (including retirement) from employment are
voluntary matters of free choice for each employee and may not be coerced. The Parties
recognize, however, that if an employee chooses to resign upon learning that an adverse
action is pending, such resignation shall not be considered as coerced. An employee may
withdraw a resignation prior to the effective date, if such withdrawal is submitted in
writing before the Employer has changed position in reliance on the resignation or
retirement. If the Employer does not permit the withdrawal of a resignation, that refusal
must be for a valid reason and explained to the employee. Valid reasons include, but are
not limited to, administrative disruption or the hiring of or commitment to hire a
replacement.



Article 4 Management Rights

Nothing in this Agreement shall affect the authority of the Employer:

A. To determine the mission, budget, organization, number of employees, and internal
security practices of RL/ORP; and

B. in accordance with applicable laws:

1. To hire, assign, direct, lay off, and retain employees in RL/ORP, or to suspend,
remove, reduce in grade or pay, or take other disciplinary actions against such
employees;

2. to assign work, to make determinations with respect to contracting out, and to
determine the personnel by which RL/ORP operations shall be conducted;

3. with respect to filling positions, to make selections for appointments from:

a) among properly ranked and certified candidates for promotion; or
b) any other appropriate course; and

4. to take whatever actions may be necessary to carry out the Agency mission during

emergencies.



Article 5 Union Rights

Section 5.01 Policy

The Union has the right and obligation to equitably represent all employees in the
Bargaining Unit in matters where the Union is the exclusive representative regardless of
Union membership. The Union has the exclusive right to communicate with Bargaining
Unit employees on representational issues in accordance with 5 U.S.C. § 7114.

Section 5.02 Union Representatives

The Union president or designee has the sole right and responsibility to designate those
individuals who will represent, speak on behalf of the Union, and have the ability to bind
the Union. In this regard, the Union must advise the Employer's designated labor
management representative in advance and in writing, of all Union designations and
appropriate delegations of authority.

Section 5.03 Formal Discussion

A. The Union shall be given the opportunity to be represented at any formal discussion
between one or more representatives of the Employer and one or more employees in
the Bargaining Unit or their representatives concerning any grievance or any
personnel policy or practice or other general condition of employment. Accordingly,
the Union will receive as much advance notice as practicable (no less than two
workdays) before such meeting excepting emergencies; e.g., urgency due to safety.
Adjustments to the two workdays may occur by mutual agreement. The notice will
include the meeting’s subject matter, and to the extent possible, and if prepared, an
agenda. In any formal discussion held pursuant to this section, the Union
representative shall be introduced by the individual conducting the meeting. The
Union representative may ask relevant questions and will be provided an opportunity
to express his/her concerns regarding the subject of the meeting.

B. As stated in Article 3, Employees’ Rights, Section 3.03, the Union shall be given the
opportunity to be present during any examination of an employee in the Bargaining
Unit in accordance with 5 U.S.C.§ 7114(a)(2)(B).

Section 5.04 Bargaining Unit List

The Employer will provide to the Union an annual list of Bargaining Unit positions. This
will identify all encumbered and non-encumbered Bargaining Unit positions and will
include the name of the employee, the position number, the applicable organizational
code, the occupational series of the incumbent, and the incumbent’s service computation
date (SCD). Excluded from this release is privacy-protected data. Within 30 days of a
change in employment status of any Bargaining Unit employee (e.g., new hire,



retirement, promotion, reassignment, change in occupational series, etc.) the Employer
will provide the Union notice of such change.

Section 5.05 Annual Notification

In conjunction with the Union, the Employer will annually notify employees of the
Union's rights under 5 U.S.C.§ 7102, 7114, and 7131. This annual notification may be
combined with the annual Weingarten Notification as referenced in Article 3, Employees’
Rights.

Section 5.06 Hanford General Employee Training (HGET)
Within 120 days of the effective date of this Agreement, the Union and the Employer will

begin joint development of a HGET module or equivalent to indoctrinate employees on
the CBA.



Article 6 Dues Withholding

Section 6.01 Authorizing an Allotment

A.

Any employee who is a member in good standing with the Union may authorize an
allotment of his/her pay for the payment of Union dues for such membership,
provided:

1. The employee has voluntarily completed a request for such allotment of pay; and
2. the employee’s regular pay is sufficient to cover the full amount of the allotment.

The Union agrees to acquire and provide to its members the prescribed allotment
form, to certify as to the amount of its dues, and to inform and educate its members
on the procedures for dues and the uses and availability of the required form. An
allotment may be submitted at any time by an eligible member of the unit through the
Union to the RL/ORP payroll liaison for forwarding to the servicing HQ payroll
office.

Section 6.02 Employer Responsibilities

A.

The Employer shall automatically withhold, on a biweekly basis, the appropriate
amount of dues from any Bargaining Unit employee who has submitted a Form 1187,
Request for Payroll Deductions for Labor Organization Dues.

Upon receipt of a properly certified Form 1187, the RL/ORP payroll liaison will
stamp the date received legibly on the back of all copies.

The RL/ORP payroll liaison will consider the Form 1187 to be properly executed
when the form is received with complete, legible information, has been signed and
dated by the employee, and the authorized Union official.

. The RL/ORP payroll liaison will provide the Union an information copy of all Form

1187s forwarded to the servicing payroll office.

Through the RL/ORP payroll liaison, the Employer will notify the employee and the
Union when the employee is not eligible for an allotment, along with the reason for
the decision.

The Employer will charge no fee to the Union for these services.

The Employer will make available forms Form 1187 and OPM SF-1188, Cancellation
of Payroll Deductions for Labor Organization Dues, through the use of Site Forms.

The Employer will process withholding new amounts of dues upon certification in
writing from the Union. Dues will be a standard, fixed amount, and will not change



more frequently than on an annual basis. Remittance will be transmitted to the
allottee designated by the Union.

Section 6.03 Termination of Allotment

A.

An allotment shall be terminated:

1. When the employee permanently leaves the Bargaining Unit as the result of any
type of personnel action;

2. upon loss of exclusive recognition by the Union; and/or

3. upon receipt of notice from the Union that the employee is no longer a member in
good standing.

The effective date of a termination of dues withholding allotment, subject to this
section, shall be the beginning of the first complete pay period following the date of
the action that requires the termination. The Union agrees to notify the RL/ORP
payroll liaison within five calendar days when a member who has authorized dues
withholding is suspended or expelled from the Union.

An employee may voluntarily cancel an allotment for the payment of Union dues by
filling out the prescribed form (OPM SF-1188 or successor form) and submitting it to
the RL/ORP payroll liaison. Should the employee submit the OPM SF-1188 to the
Union, the form will be promptly forwarded to the RL/ORP payroll liaison for
processing. The RL/ORP payroll liaison will, upon receipt of a properly completed
and signed OPM SF-1188, stamp the date received legibly on the back of all copies.
After receipt of such notice, cancellation will become effective in accordance with
instructions on the OPM SF-1188. The RL/ORP payroll liaison will provide a copy
of the OPM SF-1188 to the Union no later than five days from receipt.

Section 6.04 Suspension of Allotment

When an employee is temporarily (in excess of six [6] months) placed in a non-
Bargaining Unit position, the employee will be supplied with the following form by the
RL/ORP payroll liaison:

“Suspension of Dues Withholding”

Regulations that govern dues withholding to a labor organization require
that dues withholding be suspended whenever an employee is placed in a
non-Bargaining Unit position. Upon your return to a Bargaining Unit
position, the Employer will automatically re-instate the withholding of
Union dues.




Section 6.05 Action and Effective Dates

A. The RL/ORP payroll liaison will forward a properly executed Form 1187 to the
servicing payroll office within five workdays prior to the effective date. The
servicing payroll office will normally enter changes into the payroll system the pay
period following receipt. Changes in the new amounts of dues withholding will be
entered into the payroll system within 30 days of receipt by the servicing payroll
office.

B. Revocation of dues withholding for employees who have had dues allotments in

effect for more than one year will become effective consistent with the provisions on
the OPM SF-1188. Revocations may only be effected by submission of a completed
OPM SF-1188. Revocation notices for employees who have had dues allotments in
effect for less than one year must be submitted to the RL/ORP payroll liaison on or
before the one-year anniversary date of their dues allotment. The OPM SF-1188 will
be forwarded to the servicing payroll office for entry into the payroll system. The
OPM SF-1188 will normally become effective the first full pay period after the
employee’s anniversary date. The employee’s anniversary date is defined as the first
day of the pay period in which dues withholding first takes place.

. Requests for termination of dues withholding, due to loss of membership in good
standing, will be forwarded to the servicing payroll office by the RL/ORP payroll
liaison within five days of receipt of notification from the Union. The request will
normally be entered into the payroll system the first pay period following receipt by
the servicing payroll office.

. For termination due to separation or movement out of the Bargaining Unit, a final
deduction will be made for that pay period in which the action is effective.

Section 6.06 Discretionary Allotments

Employees may elect as many as two discretionary allotments (that are not savings
allotments) to use as additional voluntary deductions withheld from their pay. Such
discretionary allotments may be used consistent with regulations for various purposes
such as insurance and other benefits that may be offered by the Union.



Article 7 Union Representation and Official Time

Section 7.01 Designated Representatives and Official Time Eligibility

A. For the purposes of this Article, the term “Union representative” or “representative”
includes any individual designated by the Union president or designee to act as the
spokesperson for the Union or employees occupying positions in the Bargaining Unit.
While the Employer recognizes the Union’s right to designate representatives, in
doing so, the Union will take into account the organizational and geographical
location of each designated representative in order to minimize travel and other time
away from the representative’s official duties.

B. The Employer recognizes the efforts of Union representatives and officials as
important in promoting a quality workplace and a safe and friendly work
environment. Although serving voluntarily, the rights and responsibilities of these
Union representatives and officials are supported by the language of the Agreement
and by Federal law. Use of official time for representation purposes may not be used
as a reason for a supervisor to lower the performance appraisal of a Union official or
representative.

C. The Union has the exclusive right to designate the Union's own representatives and
officials, and any limitations on their roles, responsibilities, and authorities. The
Union president or designee will provide the Employer with a complete, up-to-date
list of designated representatives including appointed stewards, chapter officers, and
chief stewards, and the office location and telephone number of each. Any individual
who does not occupy a Bargaining Unit position at RL/ORP, regardless of Union
designation, will not be eligible for official time. The Union will notify the Employer
in writing of any changes in the list of designated representatives including changes
in officers, representatives, stewards, or those eligible to use official time as soon as
possible but at least five calendar days before the effective date of any change.

D. The Union as a whole will be authorized up to 40-hours of official time per year for
use by Union officials or representatives to attend training which is of mutual benefit
to the Employer and the employee in his/her capacity as a Union representative and
when the Employer's interest will be served by the employee's attendance. Official
time for this purpose will cover only such portions of a training session as meet the
foregoing criteria. The Union will provide the RL/ORP Labor Relations Officer or
designee with at least two weeks advance notice of such training, providing such
information (course agenda, description of training, source of training, for example)
as 1s necessary for the Employer to make a determination on approval or disapproval.
A written decision will normally be provided to the Union within seven days of the
request. If, in any given year, the bank of official time hours for training is exhausted
prior to the end of that year, additional official time hours may be approved upon
mutual agreement between the RL/ORP Labor Relations Officer and the chief
steward.



E. The Union will also be authorized official time and travel costs for one
Representative to attend the DOE-wide Labor Management Council meetings.

Section 7.02 Union Solicitations

It is agreed and understood that solicitation of Union membership and activities
concerned with the internal operations of the Union, such as the collection of dues (other
than as provided in Article 6, Dues Withholding), membership meetings, campaigning for
office, conducting elections, and distribution of literature and authorization cards via
telephone, e-mail, or other means of communication will not be conducted during duty
hours or in any work area of the Employer.

Section 7.03 Representative’s Responsibilities/Time Requests

A. The Parties agree that a Union representative’s first responsibility is to his/her job.
All official time used must be requested and approved in advance and must be fully
documented for reporting/accounting purposes. Prior to engaging in representational
activities during duty hours, a representative will first obtain permission from his/her
supervisor using the form provided in Appendix A of this Agreement. In so doing,
the representative will identify the estimated amount of official time being requested;
the reason for the request; and the location at which he/she can be reached while on
official time. The supervisor’s approval or disapproval of the request will be noted
on the form. If the requirements of the job are such that the representative cannot be
released at the time requested, the representative will remain in a work status. The
supervisor’s reason for disapproval will be indicated on the form and, if appropriate,
the supervisor will arrange for an alternate time for the representative to be released.

B. If the representative, in the course of performing a representational activity, intends to
meet with an employee while that employee is in duty status, the representative will
contact the supervisor of that employee to obtain permission and ensure the
availability of that employee prior to the representative leaving his/her work area.

C. Representational activities may be conducted during duty hours only when the Union
representative is in an approved official time, leave, or leave without pay (LWOP)
status. Should a dispute arise between the Parties concerning the terms of this
Article, the Parties shall meet on the issue within three workdays of the dispute’s
inception unless this time limit is extended by mutual agreement. If the Parties fail to
resolve the dispute, the issue may be referred to the grievance procedure.



Article 8 Facilities and Services

The Employer will provide the Union with the following facilities and services for the
purpose of joint labor-management and representational business. These facilities and
services will be shared jointly with the Professional and Non-Professional Units.
Exception is being made to Section 8.08 whereby a separate e-mail address will be
provided for the Professional Unit.

Section 8.01 Office Space

Room numbers 139/140, within the Federal Building, are designated for Union
representational issues. The Union may not make any modifications or additions to the
designated office. Modification or remodeling of government office space is prohibited.

Section 8.02 Furniture

Included in the above mentioned rooms are two desks with chairs, three locking file
cabinets, one folding table, four chairs, and one white board. A Cipher lock is provided
for the above-mentioned room; the office door has a mail slot.

Section 8.03 Equipment

Included in the above mentioned room are, one computer connected to LAN (consistent
with hardware upgrades as they become available for re-deployment), one computer for
word processing only, one speaker telephone, one copy/facsimile machine, and one
printer. The Union’s telephone number is listed on the Hanford PopFon directory.

Section 8.04 Conference Rooms

If needed, the Union has the ability to schedule conference rooms through the appropriate
channels. Official government business has priority of conference rooms. All personnel
entering government facilities must meet all of the security and badging requirements.

Section 8.05 Plant Mail

Union representatives may use the Employer’s internal mail/distribution system to
transmit/receive information to/from specifically named individual Bargaining Unit
employees at no cost. Distribution of information that violates security or is derogatory
in nature is prohibited. Printed information materials are to be bundled for delivery by
organizational code. A mailing sheet listing name, room number, and mail stop for each
Bargaining Unit employee at that mail stop shall be attached to each bundle of materials.
When the Employer hand delivers mail to the Union's office or sends mail to the mail-
stop that requires action upon delivery, the Employer will also notify the Union via
electronic mail of delivery.



Section 8.06 Bulletin Board

The Union may utilize the bulletin board located near the above-mentioned room to
provide updates, changes, or information to Bargaining Unit employees. The Union
agrees that it shall not post documents relating to internal Union matters.

Section 8.07 Intranet Use

The Employer agrees that the Union may develop and maintain its own web page, which
will be accessed via the Human Resource Management Division (HRM) Home Page.
Information developed for the web page will be prepared on off-duty time or in a leave or
LWOP status. The Employer agrees to cover the cost for review and implementation of
the web page. Information placed on the web page must meet security and public release
requirements. Technical or non-technical information placed on the web page must meet
the requirements of applicable DOE Orders, policies, or the procedure requirements of
the web master. The Union will pay the cost for advanced web pages.

Section 8.08 Electronic Mailbox

The Union, Professional Unit, will be provided an electronic mailbox to be used for the
following purposes:

A. For communications between the Union and the Employer’s labor relations officials,
as described in Appendix C, Groundrules for Midcontract and Impact and
Implementation Negotiations, of the Agreement; and

B. for communication with Bargaining Unit employees on official Union business.



Article 9 Unfair Labor Practices

At least five working days prior to filing any unfair labor practice (ULP) charge with the
Authority, the Union or the Employer will provide in writing to the other Party an
unsigned copy of the proposed charge and supporting evidence, if any. After receipt of
the proposed ULP and prior to filing, the Parties will sit down at least once and make a
good-faith attempt to informally resolve the matter. The Party receiving the ULP will be
responsible for setting up this meeting. In the event informal resolution is not successful,
the charging Party may proceed, and neither Party will have been deemed to have waived
any rights it might have under applicable statutes, regulations, or this Agreement.



Article 10 Grievance Procedure
Section 10.01 General

The Employer, employees, and Union recognize the importance of settling disagreements
and disputes promptly, fairly, equitably, and in an orderly manner that will maintain the
self-respect of the employees, Union, and Employer representatives, and be consistent
with principles of good management. To accomplish this, every effort will be made to
settle grievance issues expeditiously and at the lowest level of supervision. In exercising
their rights to present a grievance, employees, Union representatives, and the Employer
shall be unimpeded and free from restraint, coercion, discrimination, harassment, or
reprisal, and each shall respect the dignity of the other.

Section 10.02 Grievance Definition
A. A grievance is defined as a complaint by:

1. An employee concerning a matter relating to the employment of the employee;
the Union concerning a matter relating to the employment of an employee; and
the Union or the Employer concerning the effect or interpretation, or a claim of
breach of this Agreement or a claimed violation, misinterpretation, or
misapplication of any law, rule, or regulation affecting conditions of employment.

bl

B. A grievance may be filed by an employee or designated representative, the Union, or
the Employer.

Section 10.03 Exclusions from Grievance Procedure
A. Excluded from this grievance procedure are:

Any claimed violation of law relating to prohibited political activities;

issues concerning retirement, life insurance, or health insurance;

suspensions or removals taken for national security reasons (5 U.S.C. § 7532);

issues concerning any examination, certification, or appointment;

issues concerning the classification of any position;

issues concerning the non-selection for promotion from among a group of

properly ranked and certified candidates for a position included in the Bargaining

Unit;

7. management decisions in connection with Agency mission, including
environmental, safety, and health issues, with the exception of matters covered by
Article 33, Health & Safety;

8. issues covered by the RL Differing Professional Opinions (DPO) policy and
procedure;

9. the non-adoption of a suggestion or any other type of honorary or discretionary

award that was disapproved by the appropriate authority designated by applicable

regulations;

A



10.

11.

12.
13.

14.
15.

16.
17.

actions terminating a temporary promotion and returning the employee to the
position from which temporarily promoted or to an equivalent position;

the separation, termination, or removal of any employee serving a trial,
probationary period, or less than one year of current continuous service;
reduction-in-force (RIF) actions;

matters dealing with Employer rights as described in Article 4, Management
Rights;

issues covered by whistleblower protection statutory language;

the recommendation that an employee seek assistance from the Employee
Assistance Program (EAP);

establishment and contents of performance elements and standards; and
content of Agency regulations.

B. Employee’s raising matters involving an allegation of discrimination and/or an
adverse action, may elect to appeal the matter under 29 C.F.R. 1614 or 5 C.F.R. 752,
respectively, or use the negotiated grievance procedure, but not both.

Section 10.04 Procedures for Informal Employee Grievances

A. Informal Procedures

1.

Within 10 workdays of the action complained of, or the date the employee learns
of the matter or by due diligence should have learned of the matter, the employee
will advise his/her first-line supervisor of his/her grievance. The supervisor and
employee will fully discuss the matter and attempt to resolve the grievance. If the
supervisor is unavailable due to previously scheduled travel, training, leave, or
because of illness or emergency situations (personal or work-related) for a period
of 10 workdays or less, the time limit will be suspended pending the supervisor's
return.

If the supervisor and employee are not able to resolve the grievance, the employee
may elect to file a formal first-step grievance. The first-step grievance shall be
filed within 20 workdays of the action complained of, in accordance with the
provisions of Section 10.05 of this Article.

B. The Union and the Employer agree that it is in the best interest of all parties to
resolve grievances at the earliest possible time. To that end, the Union and the
Employer will use their best efforts to encourage employees and supervisors to
participate in good faith in both the initial attempt to resolve the matter directly and, if
that attempt is not successful, the mediation process described in this Article.

Section 10.05 Procedures for Formal Employee Grievances

A. The parties recognize that the grievance documents should contain information
sufficient and in such detail to adequately set forth the issue(s) so that there can be
early resolution of the issue(s). All formal grievances must be presented in writing on
the form set forth in Appendix B to this Agreement. Should an employee grievance



be settled at any step of this process, the grievant will withdraw the grievance in
writing and the parties will reduce the settlement to writing, stating that the matter is
closed and sign the settlement. In addition to the below described mediation efforts,
the parties are encouraged to consider settlement throughout the grievance process.

B. Formal Grievance Procedures — Filing

1.

Within 20 workdays of the action complained of, or the date the employee learned
or should have learned of the matter, the employee may elect to file a formal
grievance. The formal grievance shall be filed with the Labor Relations
Officer/Specialist or designee, who will notify the Alternative Dispute Resolution
(ADR) Program Manager to provide names of mediators as outlined in paragraph
(a) below.

a) Mediation

(1) Within five workdays of notice from the Labor Relations Officer, the

ADR Program Manager shall provide a list of three names of mediators
internal (RL/ORP employees). Upon receipt of the list of internal
mediators, the supervisor and employee will meet to select a mediator
from that list that is acceptable to both parties. If the supervisor and
employee cannot otherwise agree on an acceptable mediator from that list,
the supervisor and employee will strike one name from the list, repeating
the process until one name is left. In all cases, a coin will be tossed to
determine whether the supervisor or employee will begin the striking
process.

(2) The mediator selected, as described above, shall begin mediation efforts

promptly using information provided on the form set forth in Appendix B
and RL/ORP employee that the mediator deems appropriate. The
mediation process will normally be limited to 15 workdays or less, starting
with the date the ADR Program Manager provides names of the potential
mediators to the supervisor and employee. Mediation may be extended,
however, beyond 15 workdays if both parties and the mediator concur that
continued mediation may resolve the matter.

(a) If the supervisor and employee are able to reach an agreement through
mediation, the parties and the mediator shall put it in writing as a
proposed resolution. Any mediated resolution will include a statement
indicating that the grievant agrees to the mediated resolution by
withdrawing the grievance.

(b) In order for the proposed resolution to become a final agreement, it
must be signed by the supervisor, the employee, the mediator, a Union
representative, and a labor relations official. If the Union has not
represented the employee during the mediation, the Union



representative’s signature will mean only that the Union agrees that the
proposed resolution either does not impact other Bargaining Unit
employees or that the Union’s concerns regarding any impact have
been resolved. The Union representative shall sign the resolution
document under all other circumstances.

(3) If the mediator determines, in his/her sole discretion, that an agreement
between the supervisor and the employee is not reasonably possible, the
mediator shall issue a report stating that a mediated settlement has not
been achieved. The mediator will issue that report within two workdays
of reaching the conclusion that a mediated agreement is not possible.
Copies of the report shall be provided to the employee and to the RL/ORP
Labor Relations Officer.

(4) Within three workdays of the completion of the 15 workday mediation
period or of a mediator’s report that efforts are unsuccessful, the employee
may present the written, first-step grievance to the second-level supervisor
for processing.

(5) Within 10 workdays of receipt of the second-step formal grievance, the
employee’s second-level supervisor must issue a final written decision to
resolve or deny the grievance. If the grievance is resolved, the resolution
shall be reduced to writing and signed by the employee, a Union
representative, a labor relations official, and the second-level supervisor.
Unless the Union has represented the employee during the formal
grievance, the Union representatives signature will mean only that the
Union agrees that the resolution either does not impact other Bargaining
Unit employees or that the Union’s concerns regarding any impact have
been resolved. The Union representative shall sign the resolution
document under all other circumstances.

(6) For the purpose of Section 10.05(B), the RL/ORP Manager is the second-
level supervisor for employees in organizations that report directly to the
Office of the Manager. In all other cases, the appropriate Assistant
Manager or his/her designee is the second-level supervisor.

(7) If the second-level supervisor is unavailable to perform the functions set
forth in Section 10.05 because of previously scheduled travel, training,
leave, or because of illness or emergency situations (personal or work-
related) and there is no designee available, the time periods shall be
automatically extended for the number of workdays the individual was
unavailable. In all other circumstances, the time periods for both the
informal and formal grievance procedures are binding unless extensions of
time are mutually agreed upon in writing. Unless there has been a written
agreement to extend the time periods, formal grievances, untimely
initiated or filed, will be rejected. Issues, allegations, or other matters not



raised during earlier steps in the informal or formal grievance process will
be rejected.

(8) Grievances involving a disciplinary or adverse action will start with the
formal grievance procedure, bypassing the informal grievance procedure.
In these instances, the second-level supervisor will be involved in the
mandatory mediation.

C. The employee may elect to have Union representation during the formal grievance
process. The second-level supervisor may elect to be represented by the Office of
Chief Counsel or the RL/ORP Labor Relations Officer.

Section 10.06 Consolidated Grievances

When there is an identical or a generally similar grievance by two or more employees,
filed within 15 workdays of each other, the Parties will confer to determine whether they
will be processed as a single grievance or consolidated. All employees in the group will
be given a copy of the decision and the remedy, if any, that will apply to each. An
employee may withdraw from a group grievance, in writing, anytime before a decision is
rendered; however, the employee may not then initiate the same or substantially the same
grievance.

Section 10.07 Employer or Union Grievances

Union or Employer grievances, not limited to individual or group dissatisfactions, will be
in writing and will be initiated by the Union president, or designee, or by RL/ORP
Manager, or designee. Notification to the other Party of the grievance must contain
information sufficient and in such detail that it adequately sets forth the issues being
grieved. The Party filing the grievance must do so within 10 workdays of the matter that
gives rise to the grievance. The Parties will meet within five workdays in an attempt to
clarify and resolve the grievance. Either Party may request that these meetings be
mediated or facilitated. A written response to the grievance will be issued within 10
workdays of the meeting. The time periods set forth in this section may be extended
upon mutual agreement of the Parties. If the grievant is dissatisfied with the response,
the grievant may invoke arbitration in accordance with the terms specified in Article 11,
Arbitration.

Section 10.08 Applicability Questions

A. Challenges to the applicability of this grievance procedure on a particular subject
matter shall be referred to arbitration by the Employer or the Union for a threshold
ruling on the applicability.

B. If the arbitrator determines that the grievance procedure applies to the particular
subject matter, the Party challenging the applicability pays all costs associated with
the arbitration. If the arbitrator determines that the grievance procedure does not



apply to the particular subject matter, the Party submitting the grievance pays all costs
associated with the arbitration.

C. Notwithstanding Section 10.08(A), either Party may conclude that in the interest of
informal resolution of a matter, attempts at informal resolution are beneficial even if
the subject matter may not be grievable. To that end, participation in the informal
grievance process does not waive a challenge to the applicability of the grievance
procedure.

Section 10.09 Appeal
Any grievance not satisfactorily settled under this grievance procedure shall be subject to

binding arbitration that may be invoked by either the Employer or the Union in
accordance with the provisions of Article 11, Arbitration.



Article 11 Arbitration

Section 11.01 Arbitration Eligibility

A grievance submitted in accordance with the Agreement that has not been settled to the
satisfaction of the grieving party may, at the election of the Union or the Employer, be
taken to arbitration. Arbitration may be invoked only by the Employer or the Union (not
by the individual employee) in accordance with applicable laws and this Agreement, and
only after the prescribed grievance procedures in Article 10, Grievance Procedure, have
been exhausted. The only issue or issues to be decided in arbitration will be the same as
those described by the grievant during the grievance proceedings.

Section 11.02 Invoking Arbitration

The procedure for invoking and preparing for arbitration is as follows:

A.

If a Party wishes to invoke arbitration, it must be invoked within 10 workdays after
receiving the other Party’s final decision on a grievance, or within 10 workdays after
the decision was due, by notifying the other Party in writing that arbitration is
necessary. Requests for arbitration after these time periods will be deemed untimely
and the grievance decision will be binding.

Within seven workdays after receipt of a Party’s written notification of its invocation
of arbitration, the Parties shall meet to discuss the possibility of settlement and/or
voluntary mediation of the dispute.

If the Parties agree to voluntary mediation, the mediator may be selected in the
following manner:

1. Obtain a list of three names of internal mediators from the ADR Program
Manager; or

2. determine that use of an internal mediator is not acceptable and consult with the
ADR Program Manager seeking his/her assistance in locating another mediator;
or

3. select any other manner mutually agreed to by the Parties.

The use of a voluntary mediation process will serve to suspend any time limits set
forth in this Article. The time limits shall remain suspended until one or both Parties
determine that the mediation process will not resolve the dispute and provide the
other Party with written notification of its intent to withdraw from the mediation
process.

If the Union and the Employer are able to reach an agreement through mediation, the
Parties and the mediator shall put the resolution in writing. Any mediated resolution



will include a statement indicating that the Parties agree to the mediated resolution
and the filing Party withdrawing from arbitration.

F. Within five workdays of termination of mediation or a decision under Section
11.02(B) that mediation is not warranted, the Parties shall meet to select an arbitrator
as set forth in Section 11.05 to discuss the possibility of stipulating the statement of
issues in the case and whether the case can proceed to a decision without a hearing
under the procedures in subparagraph D or whether a hearing, following the
procedures set forth in Section 11.03, would be needed.

G. If the Parties agree on the issue(s) being arbitrated and further agree that a hearing
would serve no purpose, they may submit a joint submission of facts based on the
formal grievance to the arbitrator with a request for a decision based only upon the
facts and issue(s) thus presented. If the Parties cannot agree on the issue(s) and/or
facts being arbitrated, but still agree that a hearing would serve no purpose, then each
Party may submit a separate statement of facts and issues with a request that the
arbitrator determine what the facts and issues are and render a decision based on the
information provided.

H. The time periods set forth in Section 11.02 (B) and (C) may be extended by mutual
agreement of the Parties.

Section 11.03 Arbitration Hearing

If the Parties determine that a hearing is necessary, the procedures for the hearing will be
as follows:

A. Logistics: The Employer will be responsible for notifying the arbitrator and for
making the required arrangements such as dates and times. The Employer agrees to
furnish an appropriate hearing room for the arbitration. The arbitration hearing will
be held during the standard office hours. A transcript will be made of the arbitration
hearing upon request of either Party. The Party desiring a transcript will pay the costs
of the transcript. If the opposing Party then requests a copy of the transcript or if the
initial request is mutual or if the arbitrator requires a transcript of the hearing,
transcript costs will be shared equally by the Parties. All other hearing costs will be
distributed as provided in Section 11.06.

B. Determination of Issues and Facts: As soon as possible, but no later than 10
workdays before the scheduled date of the hearing, the Parties shall meet to discuss
joint submissions of issues and stipulated facts. If the Parties fail to agree on a joint
submission of the issue(s) for arbitration, they will exchange issue statements at least
seven workdays in advance of the hearing. At the hearing, each side will submit to
the arbitrator his statement of the issue, and the arbitrator will determine the issue
from those submitted. To the extent that the Parties are unable to stipulate some or all
of the facts, the arbitrator shall make findings of fact.



C. Witnesses: The Parties shall exchange lists of witnesses as soon as possible, but no
later than five workdays before the scheduled date of the hearing. Witnesses called
must have relevant testimony to the issue being heard. Either Party may challenge
the appropriateness of a witness. Disagreements will be provided to the arbitrator for
resolution prior to the hearing.

D. Supplemental Procedures: At the arbitrator’s discretion, supplemental pre-hearing or
hearing procedures may be used. Such supplemental procedures will not be in
conflict with this Article except by mutual consent of the Parties.

E. Postponement of Hearing: Once a hearing date has been set in accordance with the
provisions of this Article, there shall normally be no recess, postponement, or
rescheduling of the hearing by the Parties without mutual consent. If the Parties are
unable to agree, the issue may be referred to the arbitrator for decision. The arbitrator
will grant postponement only if, in the sole discretion of the arbitrator, one of the
Parties would otherwise be seriously handicapped in its ability to present its case.

F. Briefs: Briefs may be filed at the option of either Party or at the direction of the
arbitrator. Any briefs submitted to the arbitrator will be simultaneously served on the
opposing Party. Briefs are due either:

1. Within 10 workdays of the closing of the record in the hearing; or
2. ifapplicable, within five workdays of receipt of the transcript whichever is later.

Section 11.04 Leave and Official Time for Arbitration Procedures

If witnesses are employees of RL/ORP and otherwise in a duty status, they will be
excused from duty without charge to leave to the extent necessary to participate as a
witness in the arbitration hearing. If there is an identified grievant(s) who is an employee
of RL/ORP, he/she will be excused from duty without charge to leave to the extent
necessary to attend a mediation, settlement discussion, or an arbitration hearing. Union
representatives who are Bargaining Unit members will charge time for participation in
the mediation, settlement discussions, or an arbitration hearing to the time bank under the
provisions of Article 7, Union Representation and Official Time. It is agreed and
understood that should a mediation, settlement discussion, or arbitration hearing extend
beyond normal duty hours, no credit hours, compensatory time or overtime shall be
granted or paid to the grievant, the Union representative, or witnesses called by the
Union. It is further agreed and understood that the Parties shall make every reasonable
effort, including agreeing to present witnesses out of order, to ensure that employees
participate during their normal duty hours. (Reasonable effort shall not include extending
the mediation or arbitration to another day or days if that extension adds to the cost of the
services of the mediator, arbitrator, or the court reporter. In addition, upon reasonable
advance request by the employee, the Agency agrees to adjust the employee’s tour of
duty for the hearing day to correspond with the hours of the hearing.) The Parties agree
and understand that any arrangements to accommodate an employee’s normal hours of



duty are subject to the approval of the mediator or arbitrator and that approval can be
granted or denied in his or her sole discretion.

Section 11.05 Selection of Arbitrators

The Parties will jointly request from the Federal Mediation and Conciliation Service
(FMCS) a list of seven qualified arbitrators with Federal service experience in the
Washington-Idaho-Oregon area. The Parties will meet within 10 workdays from the
receipt of the list from the FMCS to pare down the list to three arbitrators acceptable to
both Parties. If the Parties cannot mutually agree upon three of the listed arbitrators, the
Employer and the Union will each strike one arbitrator’s name from the list, repeating the
process until three names are left. In all cases, a coin will be tossed to determine which
Party will begin the striking process. The three remaining arbitrators will be listed
alphabetically and selected for specific cases in that order. If the proposed selectee is not
available within 30 calendar days of the request, the next person on the list will be
proposed as the arbitrator, and so forth until an available arbitrator is located. The
Parties, for a specific case, may mutually agree to select an arbitrator out of rotation.

Section 11.06 Costs

A. Except as provided in Article 10, Grievance Procedure, Section 10.08(B), and Article
11, Arbitration, Sections 11.06(D) and 11.09(A), any mediator’s or arbitrator’s fees
and expenses will be borne equally by the Parties. Travel and per diem shall not
exceed travel and per diem authorized for Federal employees under the law,
regulations, and guidelines applicable at the time of the hearing.

B. Each Party shall bear the expense of its own non-employee witnesses and
representatives. The Employer will not pay travel and per diem for the grievant, the
Union representative, or any employee witnesses called by the Union.

C. The Employer will provide a room in a Federal facility at no cost to the grievant or
Union.

D. The Party withdrawing an arbitration request or canceling a hearing shall pay any and
all costs associated with the withdrawal or cancellation.

E. The Parties shall share equally the cost of any other mutually agreed upon services in
connection with the arbitration hearing.

Section 11.07 Arbitrator’s Decision

The arbitrator will be informed that a decision is expected as soon as possible and
normally no later than one month following the closing of the record in the hearing or the
receipt of any briefs. The arbitrator’s decision must be in writing and must include a
finding of facts and an opinion containing the reason and basis for the decision. The



arbitrator shall send a copy of the decision to each Party. By mutual consent only, the
Parties may request clarification of the arbitration’s decision from the arbitrator.

Section 11.08 Limitations on Arbitrator’s Authority

The arbitrator’s authority is limited to deciding only the issue or issues presented in the
formal grievance. The arbitrator shall have the authority to resolve identified questions
or arbitrability and interpret and define the terms of this Agreement as necessary to
render a decision. The arbitrator shall have no authority to add to or modify any terms of
this Agreement, applicable laws, rules, regulations, or policies. Although non-
precedential, the arbitrator’s decision shall be final and binding, unless an exception is
filed within established requirements and procedures, and the remedy shall be effected in
a timely manner, normally within two pay periods, and in its entirety.

Section 11.09 Arbitrability Determinations

A. If either Party alleges that the matter is not arbitrable, in whole or in part, there shall
be a threshold decision by the arbitrator on the question of the arbitrability. The
threshold issue will be argued by a separate written submission with a hearing unless
there is mutual agreement that a hearing is not appropriate. If the arbitrator’s decision
is that the matter is arbitrable, the Party that alleges it was not arbitrable pays the
arbitrator’s costs and the cost of the court reporter if there was a hearing on the
threshold issue. If the arbitrator’s decision is that the matter is not arbitrable, the
Party submitting the matter for arbitration pays the arbitrator’s costs and the costs of
the court reporter if there was a hearing on the threshold issue. The same time limits
as set forth in Sections 11.02 and 11.03 shall apply to this proceeding.

B. In the event that the arbitrator determines that the matter is arbitrable, the arbitration
shall proceed on the substantive matter under the procedures and the time limits set
forth in Sections 11.02 through 11.04. Costs for the substantive arbitration are
governed by Section 11.06.



Article 12 Midcontract Negotiations

Section 12.01 Midterm Bargaining

This Agreement contains the complete and full understanding of the Parties. There shall
be no midterm bargaining over any other matter, regardless of whether the topic was or
was not addressed in the contract or during negotiations, unless the Parties mutually agree
to reopen the contract. Reopeners by mutual agreement may occur at any time during the
life of the contract.

Section 12.02 Laws and Government-wide Regulations

Mandatory amendments to this Agreement may be required after the effective date of this
Agreement because of new (or changes to existing) laws or regulations of government-
wide authorities. The Employer shall provide notice of such changes to the chief steward
or other official designated in writing by the Union. The Parties shall utilize the ground
rules described in Section 12.03 to negotiate for appropriate arrangements and, if
necessary, to amend this Agreement to bring it into conformity with the changed law or
government-wide regulation.

Section 12.03 Ground Rules for Appropriate Arrangements

The Union does not waive its rights to bargain over appropriate arrangements. The
ground rules for bargaining over appropriate arrangements (I&I) are found in Appendix
C, Ground Rules for Midcontract and Impact and Implementation Negotiations, to this
Agreement.



Article 13 Position Descriptions

Section 13.01 Position Description

A. Each employee is entitled to a current and accurate position description that is precise
as to title, series, and grade. Such documents will contain the principal/major duties
and responsibilities assigned to the position which are important for determining the
proper classification. Employees permanently assigned to positions will be provided
a position description normally within 30 days of assignment. Position descriptions
should be reviewed periodically to identify significant changes. An employee will be
informed of changes made to his/her position description and will be provided a copy
normally within 30 days.

B. For those employees that may be requested to work rotational on-call assignments,
the following statement will be included in their position description: “Employees
may be requested to work rotational on-call assignments.”

Section 13.02 Revising Position Descriptions

A. Any employee who feels he/she is performing major duties on a regular and recurring
basis outside of the scope of the position description should consult with his/her
supervisor for clarification. If the problem cannot be resolved through the discussion,
adding/deleting/ amending the position description to reflect current assignments, the
employee may request that the supervisor have the position reviewed. The supervisor
may request assistance from the HRM staff, who will review information provided
that is relevant to the work. Upon completion of any such review, the HRM
representative will discuss the findings with the supervisor and advise whether any
duties found require personnel management action. If the position description is
inaccurate, a revised position description containing the officially assigned and
continuing duties will be prepared and submitted to HRM for classification. Any
personnel actions resulting from the review will be in accordance with the applicable
laws, rules, and regulations. Upon submittal by the supervisor, requested changes to
position descriptions and, if appropriate, classification changes will be made within
90 days of receipt.

B. Any employee who believes that his/her duties are accurately described, but
inaccurate as to the title series, grade and/or pay plan which has been assigned, may
file a classification appeal in accordance with current laws, rules, and regulations.
Before filing an appeal, it is recommended that the employee work with their
supervisor and HRM to discuss the identified concerns. Normally within 60 days,
HRM will provide a classification decision or current re-certification. The employee
may file a classification appeal directly to DOE-HQ or to OPM. Appeals must be in
writing and include the information required under the Position Classification
Appeals section in the Introduction to the Position Classification Standards.



C. In the event of a re-organization, the Union will be notified, as soon as practicable,
that the Employer decides to reorganize any part of an organization in which
Bargaining Unit employees are assigned. Such notice will identify significant
changes in the duties and responsibilities of employees occupying Bargaining Unit
positions affected by the reorganization. The Union will be notified of the proposed
reorganization, as reasonably in advance as is practicable, but in no event less than
two weeks before the proposed effective date. The Union agrees to maintain the
confidentiality of the information prior to the issuance of notices or other
announcements to the employees.

D. The Employer will also inform the Union and the employee when changes in position
classification standards result in classification changes to Bargaining Unit positions.
Any resulting personnel actions will be processed in accordance with applicable laws,
rules, and regulations.

E. The Employer recognizes that in times of declining budget, downsizing, and
reorganizations, employees are often asked to assume other duties that are not
reflected in their position descriptions. When other duties are assigned for more than
90 days, the employee may request the Employer to review his/her position
description to determine if the position description warrants revision.



Article 14

Employee Performance Management and Recognition Program
(revised June 29, 2017)

Section 14.01 Performance Management

The employee performance appraisal program will be administered in accordance with the
requirements of 5 U.S.C. Chapter 43, 5 C.F.R. Part 430 and DOE Order 331.ID (approved
December 16, 2016), as modified by this Article. This Article is an overview of the
Employee Performance Management and Recognition Program and provides specificity
with which the Program will be implemented. It is not a substitute for the Order.

Section 14.02 Management Rights and Obligations

Management reserves the right to decide the content of the performance plan (critical
elements and standards of performance. Rating officials are encouraged to solicit input
from the employee and discuss the development of the performance plan. Management
is obligated to ensure that the critical elements and standards of performance meet
requirements as identified in Section 14.01.

Section 14.03 Employee Rights

An employee has the right to discuss the content of the performance plan (critical
elements and standards of performance) with the rating official anytime during the
appraisal period. An employee may not grieve the assignment of work as set forth in
his/her performance plan, but may grieve non-conformance with the performance system
as set forth in this Article. Any employee grievance under this Article shall conform to
Article 10 of the CBA.

Section 14.04 Union Activity

Union protected activity cannot be considered or referenced in connection with
performance discussions and appraisals. Itis unlawful for a rating official to lower or
raise an appraisal because of an individual's Union activities. An employee's
performance appraisal shall in no way be adversely affected due to an employee having
sought assistance from the Union.

Section 14.05 Performance Plans

A. A performance plan is a written document defining the critical elements that set forth
expected performance. Each covered employee will have a performance plan that
will consist of critical elements that are specific to the position occupied, and
standards of performance written in a manner that are within the employee's control
to achieve.



. Performance plans will be provided to employees at the beginning of each appraisal
period. Performance plans must be completed and signed by the employee and the
rating and reviewing officials at the beginning of the appraisal period, normally within
30 calendar days, but no later than 45 calendar days from the effective date of an
assignment, detail, or temporary promotion. The performance plan is considered
official when the plan, signed by at least the reviewing and rating officials, is made
available to the employee

. The normal annual appraisal period is the fiscal year: October 1 through September
30. The minimum appraisal period is 90 days from the date the employee is officially
assigned, detailed, or temporarily promoted to a position.

. Performance plans will contain at least three, but no more than six, critical elements
that are specific, measurable, achievable, relevant to the work performed, linked to
organizational mission and goals, and time bound (SMART). While management
has the right to determine the content of critical elements, supervisors may, if
requested, discuss additional factors such as customer service, communication,
teamwork, responsibility/accountability, resourcefulness, innovation, and safety.

e A critical element can be single, double, or triple weighted and can result in a
maximum of six weighted critical elements. The total number of critical
elements, including weighting, cannot exceed six.

e [fan employee is required to apply a specific requirement or standard, the rating
official must make the requirement or standard available to the employee.

. Rating officials will encourage employee participation in the development of their
performance plan. Upon receipt of a new performance plan or any revision of a
critical element, and at the beginning of each annual rating period, an employee will
be given an opportunity to review, comment on, and suggest changes or additions to
the plan.

. Each critical element must be written at the Meets Expectations level, which may also
be referred to as the Fully Successful level. If an employee asks, the rating official
must be able to convey verbally what the standards of performance are that would
enable the employee to receive an Exceeds Expectations rating.

. If work assignments change significantly during the appraisal cycle, the rating official
will change the employee's performance elements and standards. The rating official will
discuss such changes with the employee and communicate in writing before the proposed
changes are implemented and become effective. If a performance plan is changed as a
result of the addition/removal of a critical element(s) or the weights assigned to a critical
element(s), and the employee has been operating under the critical elements for at least
90 days, the rating official will close out the performance plan, issue an advisory rating,
and prepare a new performance plan. If this situation occurs within the last 90 days of
the rating cycle, the rating official will issue an annual rating of record rather than an
advisory rating.



A.

H. Training on the Employee Performance Management Program is required for all
covered employees at least every two (2) years; new covered employees are required
to complete training within the first 45 days of the effective date of their assignment.

Section 14.06 Appraisal (Rating) Process

Management will comply with requirements of Executive Order 5396 when evaluating
the performance of disabled veterans.

All employees shall be formally appraised against the critical elements and standards of
performance established for their positions by their rating officials on at least an annual
basis. The performance summary discussion for the previous year and the discussion of
the performance plan for the following year can be accomplished at the same meeting,
but must be separate discussions.

The rating official may not issue a rating on critical elements unless they have been
formally communicated and discussed with the employee. The rating official shall take
in account factors beyond an employee's control, such as lack of resources,
unavailability of training that directly impacts an employee's ability to perform assigned
duties, and lack of work assignments.

While not required, employees may submit input on their accomplishments during the
appraisal period to be considered by their rating official to help determine the employee's
rating. Employees are encouraged to use this opportunity.

Each critical element must be rated at one of the following levels: Exceeds Expectations
(EE), Meets Expectations (ME), or Fails to Meet Expectations (FME). A summary
rating will be determined based on the following chart, from the draft desk guide:

Summary Rating Determination Chart

Total Weighted Summary Rating | Shares Awarded
Critical Elements
All at EE SE 5
Majority at EE EE 4
When majority ME ME 3
or equally divided
between EE and ME
All at ME ME 2
When all at ME and ME
management elects
to offer Award *
At least one at FME FME 0
* Su;:)ervisor must provide empl]oyee basis gor selecting I share. For example, c;f the
f}}l?épy%fe had been under a Performance Counseling and Guidance Memorandum during

Specific requirements for performing advisory and final ratings associated with



transfers, details, temporary assignments, and when rating officials change will be
consistent with DOE Order 331.1D.

F. When an employee separates, other than for a transfer, before the end of an appraisal
period, a performance rating is not required to be completed unless requested by the
employee. Consistent with 5 CFR 451.104(e), a bargaining unit employee who retires or
otherwise separates from employment with the agency will not be precluded from
receiving a cash performance award that the employee otherwise would have received,
subject to pro-ration if applicable. For this, a performance rating is needed.

G. The employee and rating official will meet to discuss the final annual rating. If either
the employee or rating official requests the team leader to be present during the annual
review, and the other party does not object, the team leader may attend.

H. Employees are requested to sign the performance appraisal upon issuance by the rating
official. The employee's signature certifies that the employee's summary rating has been
discussed and the employee was provided a copy of the appraisal. The employee's
signature does not indicate agreement with the rating.

I. Employees wishing to request reconsideration of their summary rating shall provide
written comments to the rating official within two (2) work days. Within an additional
two (2) work days, the rating official must determine if the rating should be changed and
revise the narrative and/or assessment to include the additional information that was
considered. If the employee disagrees with the rating official's final summary rating,
then the summary rating and comments must be elevated to the reviewing official
(second level supervisor) by the rating official within two (2) work days. Within an
additional two (2) work days, the reviewing official will attempt to resolve the
differences before concurring with the assigned final rating or recommending changes
and discussing issues/options with the rating official and/or employee. An employee
may contact his/her servicing HR Office for guidance in requesting reconsideration of
his/her rating of record.

Section 14.07 Poor or Unacceptable Performance

A. If at any time during the appraisal period an employee’s performance begins to decline
in any critical element, the supervisor will bring the performance issue to the attention of
the employee in accordance with the DOE Performance Management Order 331.1D.

B. If at any time during the appraisal period an employee demonstrates that he/she is
performing at least one critical element at the FME (unacceptable) level, the supervisor
must contact his/her Servicing Human Resources Advisory Office for guidance. The
supervisor must then inform the employee of his/her performance in writing and provide
the employee with an opportunity to improve performance to an acceptable level by
developing a formal Performance Improvement Plan (PIP). In accordance with DOE
Performance Management Order 331.1D.



Section 14.08 Performance Based Awards

A.

As soon as practical after the annual performance rating period begins, management will
provide the Bargaining Unit with the percentage value of 1 share. If the total funds
available to the Bargaining Unit for all cash awards is less than 3% of the aggregate
Bargaining Unit proportionate pay pool, then 100% of the funds available to the
Bargaining Unit for all cash awards shall be allocated to the performance award pay
pool. If there is a change made to the agency performance management and recognition
program in ways that affect this paragraph, management will provide the union with
reasonable notice and opportunity to bargain to the extent required by law.

Separate performance award pay pools will be established for supervisors and non-
supervisors based on the total salaries for each pool. The percentage that is used for the
supervisory performance awards pool shall not be more than the performance awards
pool percentage used for non-supervisory employees in accordance with DOE O 331.1D.
The funds in the pay pool will be paid out until exhausted.

Performance awards will be paid out of a pay pool, but an employee may request, and a
supervisor may approve, time off in lieu of cash subject to availability and eligibility.

Employees who are new to RL/ORP and have been covered by a performance plan
under this program for a period of at least 90 calendar days, but less than 180 calendar
days, during the annual appraisal period will have any performance award prorated
against the fractional part of the annual appraisal period. The union may review and
verify the correctness of the prorated time off annual performance award or cash annual
performance award on behalf of an employee.

Employees who have been covered by a performance plan under this program for a
period of 180 calendar days or more during the annual appraisal period will receive the
full amount of any performance award earned.

Awards will be determined based on the summary rating of record and shares multiplied
by the applicable share value of the applicable performance pay pool.

A full or part-time employee with a summary rating of SE is eligible for a quality
increase or equivalent pay adjustment, in lieu of a cash or time-off award, in accordance
with DOE O 331.1D criteria.



Memorandum of Agreement
Between
US Department of Energy Richland Operations Office (RL) and Office of River
Protection (ORP)

and

American Federation of Government Employees (AFGE), Local 788,
Professional and Non-Professional Units

The parties are Chief Negotiators for RL, ORP and AFGE.

The parties reached agreement in the negotiation of DOE Order 331.1D, Employee Performance
Management and Recognition Program, approved December 16, 2016.

The attached document, Article 14, Employee Performance Management and Recognition
Program, replaces the previous Article 14 of the Collective Bargaining Agreement dated June 1,

2012.

AGREED:

Doug Aoyama, Chief Negotiator Date
Richland Operations Office

AGREED:

Ken Wade, Chief Negotiator Date
Office of River Protection

AGREED:

Julie A. Reddick, Chief Negotiator Date
Professional and Non-Professional Units, AFGE, Local 788



Article 15 Within-Grade Increases

Section 15.01 Policy

An employee paid at less than the top step of the grade of his/her position will be granted
a within-grade increase (WIGI) in accordance with law and regulation when:

A.

B.

C.

The employee’s most recent rating of record is at an acceptable level of competence
(ALOC) (ALOC = Fully Successful);

the employee has completed the required waiting period for advancement to the next
step; and

the employee has not received an equivalent increase during the waiting period.

Section 15.02 Determination

A.

Supervisors are encouraged to make the ALOC determination as soon as practicable
after receiving a 90-day notification that a WIGI is due.

If the ALOC determination is positive, the WIGI will be effective on the first day of
the first pay period following completion of the required waiting period.

If the supervisor’s ALOC determination is negative, in a written notice to the
employee the supervisor will:

1. Identify the reasons for the negative determination and areas in which the
employee must improve to receive the WIGI; and

2. inform the employee that he/she may request reconsideration of the negative
ALOC determination.

Section 15.03 Special Appraisals for Within-Grade Increase (WIGI)
Determinations

A.

If an employee is due a WIGI and the current performance does not support a WIGI
(that is, the employee has a current rating of Fully Successful; yet performance has
deteriorated to a point that the employee is not performing at an ALOC to justify a
WIGI), a more current rating of record must be prepared prior to the effective date of
the upcoming WIGI, and the employee will be provided a PIP. The WIGI
determination will be made using one of the following two methods:

1. Upon completion of the PIP using the defined timeframe, and if an ALOC is
achieved, a new performance rating will be completed, but will not replace the
Unacceptable rating of record on file; or

2. The provisions of the PIP have been successfully completed (an ALOC is
achieved) prior to the defined timeframe, but no earlier than 30 days into the PIP,



a new performance rating will be completed, but will not replace the
Unacceptable rating of record on file.

B. When an ALOC is achieved at some time after a negative determination (i.e., denial
of a WIGI), the effective date of the WIGI is the first day of the first pay period after
the ALOC determination has been made.

C. If the PIP results in a continued Unacceptable performance, the WIGI will be denied
(refer to Article 38, Performance-Based Actions, for further guidance).

Section 15.04 Reconsideration of Denial

If an employee wishes to request reconsideration of a within-grade denial, a written
request must be submitted to HRM within 15 calendar days after receiving notice of the
negative ALOC determination, stating the reasons the Employer should reconsider its
decision. After consideration of the employee’s written statement and any other pertinent
information, the Employer will issue a final written decision. If the Employer’s
reconsideration decision is positive, the employee will receive the WIGI to be effective
retroactive to the first day of the first pay period following completion of the required
waiting period. If the Employer’s reconsideration decision is negative, the employee will
be advised of appropriate negotiated grievance rights.



Article 16 Training and Development

Section 16.01 Policy

Job-related training and development of employees is a matter of significant importance
to fulfilling the mission of the Department. Appropriate training and career development
of employees, as determined necessary by the Employer and as funds permit, are
provided insofar as they foster effective and efficient operations. Employees are
encouraged to discuss any training they feel is appropriate with their immediate
supervisors. The office responsible for training is available to advise employees and their
supervisors regarding available training. Approval of training requests will be consistent
with DOE O 360.1B, Federal Employee Training, and amendments thereto.

Section 16.02 Individual Development Plan

During the performance management process, supervisors are expected to work closely
with their employees in identifying the delta between the job requirements and the
employee's developmental assessment. All training needs will be documented on the
employee's Individual Development Plan.

Section 16.03 Training Home Page

The office responsible for training maintains current lists of available non-government
and government training opportunities (for example, educational programs provided by
the OPM and the USDA Graduate School). A list of available training opportunities is
located via Training Home Page. Employees are authorized to review these lists and
encouraged to apply for training opportunities, via the electronic registration system.

Section 16.04 Onsite Training

Employee requests to attend training at the Employer’s facilities during duty hours will
be considered in accordance with applicable regulations. Employees may obtain copies
of these regulations from the office responsible for training.

Section 16.05 Offsite Training

For employees who have obtained necessary approval from the Employer for training
outside the Employer’s facilities, authorized expenses will be reimbursed for those
expenses in accordance with applicable regulations. Employees may obtain copies of
these regulations from the office responsible for training. Refer to Article 28, Travel, for
expenses associated with offsite training.



Section 16.06 Professional Licenses and Certifications

RL and ORP employees may be reimbursed for personal expenses incurred for job-
related professional credentials (licenses, certifications, and professional accreditation)
and examinations to obtain these credentials. The procedures for obtaining
reimbursement are located in RIMS, Human Resource Management System, Training
and Employee Development, Professional Credentials. Training and Employee
Development - Professional Credentials



Article 17 Employee Recognition and Awards

Section 17.01 Employee Recognition

A. Employees of the Richland Operations Office (RL) and Office of River Protection
(ORP) are eligible to nominate an employee for a recognition award using the
guidance outlined in the Employee Recognition and Awards Program Plan and to
receive recognition. All nominations must be in writing and supported by written
justification.

B. The Employee Recognition Program will be administered in accordance with
5 U.S.C. Chapter 45, 5 C.F.R. Part 451, and DOE O 331.1A, Employee Performance
Management System, and amendments thereto.

C. The Employer agrees to provide the Union a semi-annual report of Bargaining Unit
Employee vs. Non-bargaining Unit Employee award allocations (Supervisory and
Senior Executive Service employees excluded). This report will identify the
percentage of monetary and Time-Off award allocations by grade and award
category.

Section 17.02 Type of Recognition
A list of available monetary and non-monetary awards and associated procedures are

specified in the RL/ORP Employee Recognition and Awards Program Plan and will be
available on the HRM Home Page.



Article 18 Merit Promotion

Section 18.01 Policy

Personnel actions involving Bargaining Unit positions that require competition will be
taken using merit principles, the provisions of this Article, applicable laws, regulations,
DOE O 320.1, Acquiring and Positioning Human Resources, and amendments thereto,
and RL Directive 3335.1A, Richland Operations Office Merit Promotion Plan, and
amendments thereto.

Section 18.02 Application

A. This Article applies to the following personnel actions when they involve Bargaining
Unit positions, except for those listed in Section 18.02(B):

=

Permanent promotions;

vacant positions;

temporary promotions in excess of 120 calendar days, and term promotions;
reinstatement to positions of higher grade or having known promotion potential
greater than the last non-temporary position held except when the employee is
being reinstated from the reemployment priority list;

transfer to a higher-graded position or to a position with known promotion
potential, as defined in applicable personnel policies and guidance, greater than
the position currently held;

reassignment or demotion to positions with known promotion potential greater
than the employee’s current position (except as required by RIF regulations);
selection for training required to prepare an employee for promotion (i.e., when
eligibility for promotion depends on whether the employee has completed
training); and

details of more than 120 consecutive calendar days to higher-graded positions, or
positions with known promotion potential.

B. This Article does not apply to the following personnel actions:

1.

Re-promotion to the same or a lower grade than one from which an employee was
demoted involuntarily and without cause. Acceptance of a downgrade in lieu of
separation in a RIF and a demotion due to a classification error are not voluntary
demotions;

a position change required by RIF regulations;

selection of a candidate from the reemployment priority list even to a position at
higher grade than the one currently held in the competitive service;

a promotion resulting from the upgrading of a position without significant change
in duties and responsibilities due to issuance of a new classification standard or
the correction of a classification error;



*

10.

11.

12.

13.

14.
15.

a career promotion when, at an earlier stage, the employee was selected from an

OPM register or was selected under competitive promotion procedures for a

position intended to prepare the employee for a full performance level position at

a higher grade level. The opportunity for further promotion must be made a

matter of record and the existence of career ladders must be documented;

a career promotion resulting from an employee's position being reclassified at a

higher grade because of additional duties and responsibilities;

a lateral position change from one position having no known promotion potential

to another position having no higher potential;

a temporary promotion of less than 120 days;

a detail of less than 120 days even if to a higher-graded position or a position with

known promotion potential;

a conversion to permanent promotion or reassignment from temporary promotion

or detail if:

a) The detail or temporary promotion was made initially according to
competitive procedures; and

b) the fact that it might lead to a permanent promotion or reassignment was
stated in the vacancy announcement.

a career ladder promotion following non-competitive conversion of a cooperative

education student in accordance with 5 C.F.R. 213, Schedule C;

promotion of a candidate not given proper consideration in a previous competitive

promotion action and therefore entitled to priority consideration. This will be

given one time to a position at the same grade level and with equivalent known

promotion potential to the position for which the employee was improperly

considered;

reinstatements to the same or lower grade level when there is no impact to

Bargaining Unit employees in the organization where position vacant; and

actions that result from a judicial or administratively binding decision.

promotion to a grade for which the employee competed and was selected in the

past and subsequently took a change to lower grade for personal reasons.

Section 18.03 Vacancy Consideration

A. In its search for qualified applicants for Bargaining Unit positions, the minimum area
of consideration will be RL/ORP-wide for all vacancy announcements.

B. If a wider area of consideration is desired by the supervisor, the area of consideration
may be expanded to include any of the following:

Nk W=

Commuting area (status candidates only);
commuting area;

DOE nationwide;

nationwide (status candidates only); or
nationwide.



C. If a supervisor requests a wider area of consideration, in the interest of efficiency, the
vacancy announcement will be posted using the requested area of consideration;
however, the HR Representative will first look for qualified RL/ORP candidates to
refer to the selecting official from the list of highly qualified applicants. If a list of
highly qualified applicants from RL/ORP employees is available, this list will be
referred to the selecting supervisor first. If the selecting supervisor determines that
the referral list does not meet his requirements, additional candidates may be referred.

Section 18.04 Procedures for Veterans under Merit Promotion

Preference eligibles or veterans who have been separated under honorable conditions
from the armed forces after three or more years of continuous active service may compete
for vacancies under merit promotion when the Employer accepts applications from
individuals outside the Agency’s workforce. Additionally, when the minimum area of
consideration is used, the employer will accept late applications from 30% or more
disabled veterans after the closing date and up until a selection has been made.

Section 18.05 Vacancy Announcements

A. The Employer will issue a vacancy announcement for all vacancies that must be filled
in accordance with the procedures of this Article. Vacancy announcements
advertised within the Richland Operations Office and Office of River Protection; and
the local commuting area will be sent out electronically to all employees and will
remain open for a period of not less than 10 calendar days. If a wider area of
consideration is used, the vacancy announcement will remain open in accordance
with DOE O 320.1, Acquiring and Positioning Human Resources or amendments
thereto. In addition, the announcement will be posted on a bulletin board in HRM
and written copies will be available to requesting employees.

B. At a minimum, the vacancy announcement will contain:

[S—

announcement number;

opening and closing dates (if open continuously, the announcement will so
indicate);

position title, series, grade;

organization location and duty station;

known non-competitive promotion potential;

area of consideration;

veterans consideration statement on vacancy announcements when the Employer
accepts applications from individuals outside the Agency’s workforce*;

8. principal duties, including the amount of travel;

9. qualification standards and any selective placement factors;

10. evaluation methods and ranking factors;

11. procedures for applying;

12. statement of equal employment opportunity; and

13. number of positions expected to be filled.

N

NowvkEwWw



* The statement on vacancy announcements will read as follows: “Veterans who are
preference eligibles or who have been separated from the armed forces under
honorable conditions after three years or more of continuous active service may
apply. Applicants must provide proof of this eligibility.”

C. If a vacancy announcement for a Bargaining Unit position is canceled, a cancellation
notification will be issued in the same method that the vacancy announcement was
issued. Additionally, a copy of the cancellation notification will be placed in the
official file.

Section 18.06 Consideration for Vacancy

A. Any individual who wishes to be considered for an announced vacancy must submit
an application consistent with directions on the vacancy announcement. No
automatic consideration will be granted. Applications will be accepted if they are
received on or before the closing date. Applications will also be accepted if they are
postmarked by the closing date and received prior to the commencement of a merit
promotion panel or the issuance of a selection certificate to the selecting supervisor;
however, if a web-based application system is utilized, applications will be accepted
until midnight (eastern time, nine o’clock pacific time) on the closing date of the
vacancy announcement through the automated system (unless other arrangements
have been made).

B. RL/ORP employees on authorized leave, or temporarily absent for any other reason,
who wish to be considered for vacancies during their absences may submit
applications to HRM prior to leaving, for each type of position and grade level for
which consideration is desired. Absent DOE employees may also fax in copies of
applications (to be followed as soon as possible by submission of the original), or
they may have another individual hand deliver their completed application to HRM
on or before the closing date. However, if a web-based application system is utilized,
employees will be responsible for applying on line during the period when the
vacancy announcement is open.

Section 18.07 Applicant Review

A. Applicants shall be screened against the appropriate qualifications standard as
prescribed in the OPM Operating Manual for Qualifications Standards for General
Schedule Positions, and against any applicable selective placement factors.
Applicants should include all relevant experience and training, such as military,
volunteer, and both Federal and non-Federal work. A selective placement factor is a
knowledge/skills/abilities (KSAs) or special qualifications that are in addition to the
minimum qualifications in a qualification standard, but are determined to be essential
to perform the duties and responsibilities of a particular position. That is, they are
competencies that are essential for an employee to bring to the job. Applicants who
do not meet a selective placement factor are ineligible for further consideration.



When applicants do not meet the minimum qualification requirements or the selective
placement factor, they will be notified of this in writing as soon as possible.
Additionally, if a selective placement factor is to be included as a basis of rating, it
will be identified as a KSA and noted on the vacancy announcement.

The list of applicants meeting the minimum qualification requirements will be
submitted to a promotion committee or a selecting official; however; in a situation in
which a web-based application system is utilized, there may not be a requirement for
convening a promotion committee. The ranking of candidates may be done through
the automated system based on applicant answers to questions or a phased approach
may be used wherein applicant answers to questions are the first step in the process
followed by promotion committee or subject matter expert scoring of narrative
responses to questions.

A promotion committee or ranking official (subject matter expert), when used, will
evaluate the merit promotion file. This review will be done to determine a list of the
best-qualified candidates.

Section 18.08 Selection

A.

The selecting official will usually make a decision to select or not select normally
within 30 calendar days of receiving a list of qualified candidates.

Interagency and Career Transition Assistance for Surplus and Displaced Federal
Employees procedures will be applied in accordance with OPM Regulations,
5 C.F.R. 330 and DOE CTAP Manual.

. If one competitive applicant is interviewed from the selection roster (i.e., GS-560-11)

all candidates in this category will be interviewed.
Candidates referred and further interviewed will be asked the same set of questions.

Candidates referred to the selecting officials but not selected will be provided specific
information regarding the basis for their non-selection upon request from the
candidate. This feedback will be offered when candidates are notified of non-
selection.

Candidates who are not designated as “best qualified” will be provided specific
information regarding the basis for their non-designation of best qualified upon
request from the candidate.

All selections will be announced to all RL/ORP employees on a monthly basis and
will include the name of the selectee, position, and organization.



Section 18.09 Career Ladder Promotions

A. No employee shall receive a career ladder promotion unless his or her current rating
of record is “Fully Successful” or higher. In addition, no employee may receive a
career ladder promotion who has a rating below “Fully Successful” on a critical
element that is also critical to performance at the next higher grade of the career
ladder.

B. Employees appointed to career ladder positions will be promoted on the first pay
period after the employee becomes eligible to be promoted according to regulatory
requirements and the following elements are met:

1. Work is available at the next higher level designated in the applicable career
ladder;

2. the employee is capable of satisfactorily performing work at the next higher
level;

3. the employees current performance is “Fully Successful” level or higher; and

4. the employee is not on a performance improvement plan.

C. If the supervisor determines that an employee does not meet the criteria for
advancement to the next career ladder, the supervisor will document the reasons why
and prepare a document that states what the employee needs to accomplish to be
promoted to the next career ladder. The accomplishments will be objective and
achievable.



Article 19 Details and Temporary Promotions

Section 19.01 Policy

A. Personnel actions for details and temporary promotions involving Bargaining Unit
positions will be made in accordance with applicable law, regulations, DOE 3335.1C,
Merit Promotion, and amendments thereto, RL Directive 3335.1A, Richland
Operations Office Merit Promotion Plan, and amendments thereto, and this Article.

B. For the purpose of this Article, details or temporary promotions are temporary
assignments for a specific period of time to an established position with a set of duties
and responsibilities different from the ones permanently assigned.

Section 19.02 Qualifications

A. All employees temporarily promoted to higher-grade duties must meet time-in grade
restrictions and qualification criteria; and

B. all employees detailed to a temporary assignment must meet qualification criteria.
Section 19.03 Documentation

A. A Notification of Personnel Action, SF-50, will document temporary promotions for
employees assigned to higher-graded duties for more than two pay periods.

B. Details to a position at the same or lower grade without promotion potential of 30
calendar days or less are made without documentation.

C. Details to a position at the same or lower grade without promotion potential of more
than 30 calendar days but less than 120 calendar days will be documented with a
Request for Personnel Action, SF-52.

D. When it is anticipated that a position will be temporarily vacant for more than 120
calendar days, the position may be competed. If competed, the position will normally
be competed internally. Appropriate documentation will be provided to the
employee. Positions advertised will be filled in accordance with Article 18, Merit
Promotion.

Section 19.04 Procedures

If a position is temporarily vacant for less than 120 calendar days, and more than one
employee located within the organization where the temporary vacancy exists is qualified
for the temporary assignment and management elects to temporarily fill the vacant
position, one of the following actions will occur at the discretion of management:



A. Rotation among qualified employees within the organization where the vacancy exists
in order of seniority. Seniority shall be determined based on SCD for total creditable
service. The employee with the most seniority will be offered the rotation first.
Rotations will typically be equal in length of time among those employees rotating; or

B. If the supervisor cannot accommodate a rotation due to unusual circumstances (e.g.,
workload issues, sensitivity, consistency, etc.) the position will be advertised.

C. Assignments to temporary special projects (e.g., task teams) where no vacancy exists
will be accomplished through management directed details.

Section 19.05 Recognition

Supervisors are encouraged to recognize, in an appropriate manner, those employees who
performed temporary details for two pay periods or less.



Article 20 Reassignments

Section 20.01 Employer Right

The Employer has the right to unilaterally reassign employees to meet mission
requirements (see Article 4, Management Rights). The employer agrees to take the
necessary time, especially during restructuring/reorganizations, to thoroughly evaluate
opportunities for open competition.

Section 20.02 Procedure

An employee who is going to be reassigned will be given advance notice, as soon as
practicable.

Section 20.03 Request for Reassignment

Employees may request to be reassigned at any time. The Employer will consider such
requests, but is under no obligation to grant such a request.



Article 21 Notification Procedures

Section 21.01 Policy

A. The Employer and the Union agree that a stable healthful work environment that
contributes to employee comfort, productivity, and job satisfaction is an important
organizational objective. Both Parties further agree that reorganizations and
relocations will be effectuated as quickly as possible to minimize disruption to
Employer operations. When the Employer determines that it is necessary to
reorganize or to physically relocate employees, it will provide advance notification to
the Union to begin a cooperative discussion. The objective is for
reorganizations/relocations to be thoroughly coordinated with the Union, well
planned and implemented promptly, in accordance with statutory requirements, and to
minimize adverse impact to staff and organizational disruption.

B. The Union does not waive its rights to bargain over appropriate arrangements. The
ground rules for bargaining over appropriate arrangements (I&I) are found in
Appendix C, Ground Rules for Midcontract and Impact and Implementation
Negotiations, to this Agreement.

Section 21.02 Definitions
For the purposes of this Article:

A. “Relocation” means a physical move of the employee(s) in a work unit from one
work site (e.g., office, suite of offices, shop, building) to another. Temporary onsite
relocation, of less than 30 days duration, for office refurbishing, (e.g., painting and
carpeting) will not be subject to this notification procedure; if seating or office layout
arrangements are changed, formal notification will be made.

B. “Reorganization” means establishment of a new organization, abolishment of an
existing organization, or a change in the name, structure, geographic location,
mission, functions, or relationship of an existing organization.

C. “Advance notice” means written notification submitted as soon as there has been a
determination to reorganize or physically relocate employees.

D. “Notice” means written notification sent via electronic mail, submitted as much in
advance of the proposed implementation date as possible. If electronic files are
unavailable, then a hard copy will be delivered to the Union office with a follow-up
electronic mail to announce that a hard copy notification has been sent.

E. “Implementation date” means the calendar day proposed by management to effectuate
the reorganization or relocation.



Section 21.03 Disclosure of Plans

The Employer and Union agree to jointly communicate the implementation of
reorganizations.

Section 21.04 Reorganization

A.

Where the Employer wishes to reorganize, the Employer will give a minimum of two
weeks advance notice to the Union utilizing the form provided in Appendix E, Union
Reorganization Notification.

If the proposed reorganization involves relocation of employees, the Employer also
agrees to provide Union notification utilizing Appendix F, Union Relocation
Notification.

Section 21.05 Relocation

When relocation of employees is proposed by the Employer, the Employer will give a
minimum of two days advance notice, prior to scheduling the relocation, to the Union
utilizing Appendix F, Union Relocation Notification.

Section 21.06 Office Space Assignments

A.

In making determinations regarding office space assignments, in conjunction with a
relocation, the Employer agrees that it will not group, align, or assign workspace
locations according to Bargaining Unit status. In making such office space
assignments, the first line supervisor will seek employee input and voluntary
agreement as to workspace locations. If employees are unable to reach such
agreement, the office space assignments, excepting employees with disabling
conditions, shall be determined by seniority preference according to descending grade
level and then earliest SCD among the employees in the immediate work unit.

In cases where an office is vacated that is considered desirable by an employee of the

immediate work unit, the employee shall direct his request to occupy the vacant office
to his first line supervisor. If the employee and supervisor are unable to satisfactorily

resolve the matter, the employee may involve the Union in the matter. The Employer
agrees that no contractor employee shall be assigned vacant office space without first

affording Federal employees within the same work unit the opportunity to occupy that
space.



Article 22 Temporary Employees

Section 22.01 Federal Employees Health Benefits Program

Temporary employees who have completed one year of current continuous employment,
excluding any break in service of five days or less, are eligible to enroll in the Federal
Employees Health Benefits Program. The Employer will notify eligible Bargaining Unit
employees at least 30 days in advance of their opportunity to enroll or in accordance with
current regulations. Temporary employees are ineligible for Federal Employees Life
Insurance benefits.

Section 22.02 Termination

Temporary employees may be terminated at any time upon notice from the Employer.
The Employer will attempt to give the employee as much advance notice of such
termination as is practicable. When the temporary appointment is terminated prior to the
expiration date, the Employer will provide a written notice stating the reason for the
termination.

Section 22.03 Performance Appraisals

Performance appraisals for temporary employees will be conducted in accordance with
Article 14, Performance Management Program.



Article 23 Part-Time or Job Share Employees

Section 23.01 Policy

Employees may request consideration to switch from full-time to part-time or job share
employment schedules. Job share is defined as a part-time tour of duty of two (or more)
employees arranged in such a way as to cover a single full-time position. Employees
requesting to job share should be in the same occupational series, position description, or
in the same line of work. Employees not in the same occupational series, position
description, or in the same line of work must qualify for the position for which they are
applying to job share. The request must be in writing and must indicate that the request
for conversion to part-time employment is voluntary and provide a desired effective date.
Where management is unable to accommodate such a request, the manager concerned
shall, upon request, furnish the employee with a written response outlining the reasons
for the denial.

Section 23.02 Converting to Part-Time

Employees who accept or convert to a permanent, part-time schedule have no guarantee
that they will subsequently be converted to full-time employment.



Article 24 Probationary Employees

Section 24.01 Policy

The Employer shall utilize the probationary period as fully as possible to evaluate the
employee's progress and assist the employee to resolve his/her deficiencies. Should it
become necessary to separate the employee during the probationary period, the Employer
will do so pursuant to law and Federal regulations governing probationary employees.

Section 24.02 Unsatisfactory Performance

Probationers being terminated for unsatisfactory performance or conduct will be notified
in writing as to why they are being separated and the effective date of the action. The
notice will state the reason and, as a minimum, consist of the Employer's conclusions as
to the inadequacies of performance or conduct.

Section 24.03 Probationary Period for Managers and Supervisors

An employee who, for reasons of supervisory or managerial performance, does not
satisfactorily complete the probationary period is entitled to be assigned to a position of
no lower grade and pay than the one the employee left to accept the supervisory or
managerial position. This process will be carried out pursuant to law, C.F.Rs., and DOE
Order governing the probationary period for managers and supervisors.



Article 25 Hours Of Work

Given that Alternate Work Schedules (AWS) can improve employee morale and attract a
quality workforce, the Employer agrees that all employees will have an opportunity to
participate in a flexible work schedule (FWS) benefiting both the employee and
employer. Flexible scheduling will enable employees to adjust their work schedules that
may better balance personal or family needs.

However, new employees who do not choose a FWS before their entrance on duty date
will automatically work the following (basic) fixed schedule: Monday through Friday,
8:00 a.m. to 4:30 p.m. with a 30 minute lunch break. A FWS is available upon request to
the supervisor.

Section 25.01 Administrative Workdays

Administrative workday is defined as the hours during which established work schedules
occur. The administrative workday is Monday through Friday, 12:01 a.m. to 12:00 p.m.
(midnight).

Section 25.02 Basic Work Requirement

A full-time employee working FWS must work 80 hours in a biweekly pay period;
however, the basic work requirement for an employee working the fixed schedule (as
noted in paragraph 2 of the introduction) is 8 hours per day or 40 hours per week. A part-
time employee may work between 32 and 64 hours in a biweekly pay period depending
on their part-time schedule approved by their supervisor.

Section 25.03 Flexible Work Schedules (FWS)

A. FWS is covered under the provisions of the AWS guidance in 5 U.S.C., Chapter 61,
and 5 C.F.R. 610.

B. The AWS Program must operate in a manner to ensure that offices and facilities are
adequately staffed five days each week to fulfill RL and ORP’s missions.

C. Anemployee’s election to participate in Option A or B identified below may be
restricted if it is determined that the schedule will cause an adverse Agency impact.
Adverse impact is defined as:

1. A reduction of the productivity;
a diminished level of services provided to the public; or

3. an increase in the cost of local operations (other than a reasonable administrative
cost relating to the process of establishing an FWS).



Option A:

A full-time employee may work a flexible schedule of eight 9-hour days and one 8-hour
day for a total of 80 hours in a biweekly pay period. The full-time employee has one day
off in each biweekly pay period and will identify which day of the pay period to be off
with supervisory approval. Supervisors will coordinate work schedule approvals to
ensure proper coverage five days per week every week. Core hours for each
administrative workday are 9:30 a.m. to 2:30 p.m., and there are no core hours for the
designated day off. Employees may establish their work schedule by varying their arrival
and departure times on a daily basis. For established work schedules, employees must
arrive at work between 6:00 a.m. and 9:30 a.m. and leave between 2:30 p.m. and 6:00
p.m., ensuring they work their scheduled 9 hour days and one 8 hour day. This
established work schedule must be followed each pay period until a change to work
schedule has been requested and approved by the employee’s supervisor. Employees
must be either in a work, leave, or lunch status during core hours; unless they are using
earned credit hours, comp time, or hours from a time-off award.

A part-time employee works fewer than 80 hours in a biweekly pay period.

Option B:

A full-time employee must work 8 hours a day, 40 hours a week, and 80 hours a
biweekly pay period. Employees will work five consecutive workdays of 8 hours each.
Core hours are Monday through Friday, 9:30 a.m. to 2:30 p.m. Employees may establish
their work schedule by varying their arrival and departure times on a daily basis within
the established administrative workday and defined core hours. For established work
schedules, employees must arrive at work between 6:00 a.m. and 9:30 a.m. and leave
between 2:30 p.m. and 6:00 p.m. ensuring they work their scheduled 8 hour days. This
established work schedule must be followed each pay period until a change to work
schedule has been requested and approved by the employee’s supervisor. Employees
must be either in a work, leave, or lunch status during core hours; unless they are using
earned credit hours, comp time, or hours from a time-off award.

Reasonable efforts will be made by the supervisor to provide an opportunity for an
employee to utilize their desired option provided in this Article.

Section 25.04 Core Hours

A. All full-time employees are required to be on duty during core hours (9:30 a.m. to
2:30 p.m.)as designated above (except during lunch periods or when other absences
are approved).

B. Part-time employees may or may not be assigned to the core hours, depending upon
the needs of the organizational unit. Although not required, part-time employees
should work core hours to the extent practicable.



Section 25.05 Credit Hours

A.

Employees of RL and ORP working FWS have the ability to earn and use credit
hours. Hours may be worked in excess of the basic requirement to vary the length of
the workday or work week. Employees may earn credit hours without prior
supervisory approval; however, employees must have supervisory approval prior to
using credit hours. Employees may earn no more than six credit hours per scheduled
workday, and may earn credit hours for time worked during the employees scheduled
lunch period. Full-time employees may carryover a maximum of 24 credit hours
between biweekly pay periods. Part-time employees may carry over one-fourth (1/4)
of the hours in their biweekly basic work period. Credit hours may not be earned on
holidays, weekends, the scheduled day off, or during travel. Credit hours must be
worked within the administrative workday (Monday through Friday, 12:01 a.m. to
12:00 p.m. (midnight)).

. Employees working a (basic) fixed scheduled, noted in the introduction, paragraph 2,

are not eligible to earn credit hours. Credit hours may only be earned by employees
working FWS.

Section 25.06 Holidays

A.

C.

Holiday pay (when no work is performed): Employees who do not work on a day
designated as a Federal holiday (or a day observed as a holiday) are entitled to their
rate of basic pay on that day for 8 hours (see 5 U.S.C. § 6124). The first 8 hours of
the employee's work schedule are designated by the Agency as "holiday hours."

Because an employee on the flexible 8/9’s work schedule cannot receive more than

8 hours of pay on a holiday, it is RL/ORP policy that the holiday will automatically
become the employee's 8-hour workday for any pay period in which a holiday occurs
and the employee will elect one of the following:

1. Work 9 hours (one extra hour) on the approved 8-hour day;
earn one credit hour during the pay period. If credit hours are earned, the one
extra credit hour may be applied as the 9th hour on the 8-hour day; or

3. charge one hour of appropriate time on the 8-hour day so that 9 hours are
accounted for on that day.

This substitution will occur to ensure 80 hours in a biweekly pay period.

Section 25.07 Travel and Training

A.

Employees working FWS, Option A, who are requested to travel, or attend training or
a conference on their scheduled day off, or for employees planning to return home
from a travel trip on their day off, one of the options listed below must be chosen:



1. The supervisor has the discretion to alternate the scheduled day off to another day
within the same pay period; or
2. revert to a 5/8’s schedule for the entire pay period.

B. If attendance at training or a conference does not involve the scheduled day off, the
employee may remain on the 8/9’s schedule. Additionally, if the employee returns
home from travel prior to their scheduled day off, the employee may remain on the
8/9’s schedule.

Section 25.08 Change in Work Schedule

Employees may request changes, through their supervisor, from one approved work
schedule to another.



ADDENDUM
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DOE Richland Operations Office (RL) and Office of River Protection (ORP) (Management)

Section 25.03 Flexible Work Schedules (FWS)

(Add) Option C:

A full-time employee may work a flexible schedule of four 10-hour days per week for a total of 80 hours
in a biweekly pay period in less than 10 workdays biweekly. The full-time employee has one day off in
each week and will identify which day of the week to be off with supervisory approval. Supervisors will
coordinate work schedule approvals to ensure proper coverage five days per week every week. Core
hours for each administrative workday are 9:30 a.m. to 2:30 p.m., and there are no core hours for the
designated day off. Employees may establish their work schedute by varying their arrival and departure
times on a daily basis. For established work schedules, employees must arrive at work between 6:00
a.m. and 9:30 a.m. and leave between 2:30 p.m. and 6:00 p.m., ensuring they work their scheduled 40
hours each week, or 80 hours per pay period. This established work schedule must be followed each
pay period until a change to work schedule has been requested and approved by the employee’s
supervisor. Employees must be in a work, leave, or lunch status during core hours; unless they are using
earned credit hours, earned compensatory time, or hours from a time-off award. The typical application
of this work schedule is a fixed 4-10 schedule with or without credit hours that may be changed
periodically upon request and receipt of supervisor’s approval by completing a change in work schedule
form.

Pre-approved/authorized regularly scheduled overtime is payable for work in excess of 40 hours per
week. Only 8 hours are authorized for a holiday for a flexible work schedule, so if a holiday falls on a 10-
hour day, the employee must make up the additional 2 hours by using earned credit hours, earned
compensatory time, time-off award, or annual leave.

A part-time employee works fewer than 80 hours in a biweekly pay period.



(Add) Option D:

A full-time employee may work a flexible schedule of eight 9-hour days and two 4-hour days per week
for a total of 80 hours in a biweekly pay period in less than 10 full workdays biweekly. The full-time
employee has one/half day off in each week and will identify which half day of the week to be off with
supervisory approval. Supervisors will coordinate work schedule approvals to ensure proper coverage
five days per week every week. Core hours for each administrative workday are 9:30 a.m. to 2:30 p.m.
Employees must work the core hours on the half day to the extent practicable and as agreed to with the
supervisor. Employees may establish their work schedule by varying their arrival and departure times
on a daily basis. For established work schedules, employees must arrive at work between 6:00 a.m. and
9:30 a.m. and leave between 2:30 p.m. and 6:00 p.m., ensuring they work their scheduled 40 hours each
week, or 80 hours per pay period. This established work schedule must be followed each pay period
until a change to work schedule has been requested and approved by the employee’s supervisor.
Employees must be either in a work, leave, or lunch status during core hours; unless they are using
earned credit hours, earned compensatory time, or hours from a time-off award. The typical application
of this work schedule is a fixed 9-4-4 schedule with or without credit hours that may be changed
periodically upon request and receipt of supervisor’s approval by completing a change in work schedule
form.

Pre-approved/authorized regularly scheduled overtime is payable for work in excess of 80 hours per
week. Only 8 hours are authorized for a holiday for a flexible work schedule, so if a holiday falls on a 9-
hour day, the employee must make up the additional 1 hour by using earned credit hours, earned
compensatory time, time-off award, or annual leave.

A part-time employee works fewer than 80 hours in a biweekly pay period.

(Add)Section 25.9 Shift Work

The Union agrees to support shift work when it becomes necessary. The Union supports three shifts, 24
hours/7 days per week operation, on at least a 90-day rotation with 2 consecutive days off every 40
hours unless precluded by unforeseen mission or administrative requirements outside the Employer’s
control, shifts assigned first by volunteers and then by grade and SCD. If there is a disagreement, shifts
will be assigned by grade and SCD. The requirement for shift work will be stated under the Other
Significant Facts portion of a position description and in the vacancy announcements. Shift work rosters
will be maintained by supervisors for six months and made available to the Union for review upon
request.

In accordance with the Collective Bargaining Agreement between the two parties, Article 12,
Midcontract Negotiations, and Appendix C, Ground Rules for Midcontract and impact and
Implementation Negotiations, Section C.11, Agreement, this Addendum to Article 25, Hours of Work,
will have the same duration as Article 44, Duration and Termination, of the CBA, and shall become a part
thereof and placed at Article 25 of the CBA.



than A. Dowell, Deputy Magager
e of RiyegT Pfotect;
m1e- 14

(0]
P

Glyn D. Trenchard, ORP Management
Representative

k4

W. Kate Woody, President
AFGE Local 788

/ity

, Deputy Manager
Richland f pera;tions Office

\ %jﬂmm f//ty/‘/

Douglas T. Aoyama, RL Management
Representative

(ftle/

Connie G. Nottingham
Labor Officer, RL/HRM



Article 26 Overtime and Compensatory Time

Section 26.01 Policy

When the Employer requires employees to work overtime assignments, the Employer
will provide as much advance notice to the affected employees as possible. Extended or
regular overtime assignments are not appropriate to permanently correct staffing
imbalances. All directed and approved overtime will be documented and applied in
accordance with DOE O 322.1, Pay and Leave Administration and Hours of Duty, and
amendments thereto.

Section 26.02 Overtime
A. Overtime is defined as work that is directed and approved in advance where:

1. Time worked in excess of 80 hours in an administrative pay period, or
time worked in excess of eight hours (or in excess of regularly scheduled hours of
work) in an administrative workday, or

3. time worked on a non-workday (except for permanent part-time employees), or

4. time worked outside of regular hours on a workday.

B. Overtime is a work assignment that is directly assigned and approved in advance by
the supervisor. Overtime may be paid as direct reimbursement or taken as
compensatory time, subject to certain limitations.

Section 26.03 Compensatory Time

A. Compensatory time is compensation for irregularly scheduled overtime in the form of
time off from an employee's established work schedule in lieu of overtime pay for an
equal amount of time spent on overtime work. As with overtime, compensatory time
must be directed and approved in advance. When an overtime assignment is directed,
the Employer may, at the request of a non-exempt employee, grant compensatory
time off in lieu of overtime payment. Mandatory compensatory time off may be
required for exempt employees whose rate of basic pay exceeds the rate of GS-10,
Step 10. Employees may earn compensatory time in accordance with applicable rules
and regulations. The Employer will make these regulations available for employee
review on the HRM Home Page.

B. All employees (exempt and non-exempt) that do not use the compensatory time
within 26 pay periods of the pay period in which the overtime was worked, will be
paid as overtime.



Section 26.04 On-Call

A.

Employees who are in an on-call status or are contacted by management after normal
working hours and who are required to return to work will be compensated with
overtime or compensatory time at a minimum of two hours.

Employees in an on-call status who respond to work identified issues via the
telephone at home will be compensated with overtime or compensatory time for the
actual time worked.

Employees in an on-call status for non-emergency situations will be required to report
to their work location within 90 minutes, absent extenuating circumstances.

Employees in an on-call status for emergency situations will follow the procedures
identified in the Emergency Response Procedures (RLEP) 3.12 and any updates
thereto.

For those employees that may be requested to work rotational on-call assignments,
the following statement will be included in their position description: “Employees
may be requested to work rotational on-call assignments.”



Article 27 Absence and Leave

Section 27.01 Policy

An employee shall earn leave in accordance with applicable statutes, regulations and
DOE O 322.1A, Pay and Leave Administration and Hours of Duty, and amendments
thereto. Leave may be requested and, if approved, used in 15-minute increments.

Section 27.02 Scheduling Leave

Supervisors have the primary responsibility for the planning and effective scheduling of
annual leave. Positive action should be taken to avoid situations where employees
approach the end of the leave year with a significant amount of annual leave that must be
used or forfeited. Employees have an obligation to request leave in a timely manner and
management has the responsibility, absent an emergency or a short term operational
necessity, to ensure that leave is scheduled and approved for use. Employees are
encouraged to request and schedule leave, as far in advance as practicable, especially
when financial commitments are involved.

Section 27.03 Annual Leave

A. When approved by the supervisor, the employee’s use of annual leave is always at the
employee’s discretion. Annual leave scheduling will be worked out between the
employee and the supervisor. Employees will submit annual leave requests covering
hours in excess of a full workday on an OPM Form 71 (June 2001), Request for
Leave or Approved Absence, as far in advance as possible. Periods of annual leave
that are equal to or less than a full workday may be requested and approved verbally
at the supervisor’s discretion. Such requests may be made in amounts of leave
accrued plus leave to be earned during the leave year as reflected in the employee’s
Leave and Earnings Statement. The supervisor will decide as soon as practicable
whether or not to approve the employee request. The supervisor will provide, upon
an employee's request, a written denial of the leave request.

B. Employees may not be denied annual leave for reasons other than those concerning
the employee’s and/or the office’s work situation. Once approved, an employee’s
leave request will normally not be rescinded. If the Employer must rescind
previously approved annual leave, as much notice as practicable, will be provided.

C. Employees must be allowed to schedule and use “use or lose” annual leave before the
end of the current leave year unless an exigency of public business has been approved
for that employee. Supervisors have the primary responsibility for the planning and
effective scheduling of annual leave. The supervisor and the employee should work
together to avoid situations where employees approach the end of the leave year with
significant amounts of annual leave. When an employee chooses not to request or use



annual leave to avoid forfeiture, he/she is not entitled to have the forfeited leave
restored.

D. When sickness occurs during a period of annual leave, sick leave may be granted for
a period of sickness when approved by the supervisor and requested within a
reasonable amount of time. In such cases, medical certification may be required by
the supervisor prior to approval of the sick leave request. At the end of the leave
year, retroactive substitution of annual leave for sick leave to avoid forfeiture of
annual leave is prohibited.

E. An employee requesting unplanned annual leave will personally contact his/her
supervisor or designee prior to or within the first hour, or as soon as practicable, of
his/her tour of duty to request leave and to inform the supervisor of the expected
extent of the leave. If the supervisor is unavailable, the employee will leave a voice
mail message including the phone number where he/she can be reached. If no voice
mail is available, then e-mail may be used. If the absence extends beyond the
anticipated period, the employee is responsible for contacting the supervisor and
requesting additional leave.

Section 27.04 Sick Leave

A. An employee shall earn and use sick leave in accordance with appropriate statutes
and regulations. Leave may be requested and, if approved, used in 15-minute
increments. Employees have an obligation to request sick leave in a timely manner,
and management has the responsibility to ensure that leave is approved for
appropriate use.

B. The use of sick leave is an employee benefit to be used by the employee in
accordance with specific regulations, as defined in 5 C.F.R. 630.401, for absences
required when an employee i.e.,

1. Receives medical, dental, or optical examination or treatment;
is incapacitated for the performance of duties by physical or mental illness, injury,
pregnancy, or childbirth;

3. provides care for a family member who is incapacitated resulting from physical or
mental illness, injury, pregnancy, or childbirth or who receives medical, dental, or
optical examination or treatment;

4. makes arrangements necessitated by the death of a family member or attends the

funeral of a family member;

has a communicable disease; or

6. must be absent from duty for purposes relating to the adoption of a child,
including appointments with adoption agencies, social workers, attorneys, court
proceedings, required travel, and any other activities necessary to allow the
adoption to proceed.

9]



. All sick leave must be used in accordance with appropriate governing regulations.
Restrictions apply to the amount of sick leave that an employee may use to care for a
family member or to attend the funeral of a family member. Refer to the HRM Home
Page for more information regarding these restrictions. If specific information is
needed, contact the HRM Leave Administrator. When an employee is using sick
leave to care for a family member or due to the death of a family member, the
employee must indicate this on the OPM Form 71.

. Employees requesting unplanned sick leave will contact their supervisor or designee
directly prior to or within the first hour, or as soon as practicable, of their tour of duty
to request leave and to inform the supervisor or the designee of the expected extent of
the leave. If the supervisor or designee is unavailable, the employee will leave a
voice mail message including phone number where he/she can be reached. If no
voice mail is available, then e-mail may be used. If the absence extends beyond the
anticipated period, the employee is responsible for contacting the supervisor or
designee and requesting additional leave.

. The Employer may grant sick leave only when supported by administratively
acceptable evidence. The Employer will normally consider an employee’s verbal
certification as evidence administratively acceptable for short absences, not to exceed
three workdays. For an absence in excess of three workdays, or for a lesser period
when determined necessary and communicated to the employee by the Employer, the
Employer may require a medical certificate or other administratively acceptable
evidence as to the reason for an absence. If the Employer challenges the medical
certification, then, at the Employer’s expense, resolution will be obtained through the
Employer’s occupational medical services provider. For serious illness or extended
absences, such as maternity leave or recovering from surgery, employees will be
required to submit medical documentation for the length of absence indicating the
appropriate date of return and medical documentation that they have been released
from care before returning to work.

Supervisors may require medical documentation for use of sick leave for any period
of time if:

1. The employee’s use of sick leave has been determined to be excessive, as
delineated below;

2. if the employee repeatedly fails to follow the procedures for requesting leave, or

3. the Employer suspects that sick leave has been used contrary to statute or
regulation, as delineated below.

. Employees will not be required to furnish a medical certificate to substantiate a
request to be granted sick leave for periods of three consecutive workdays or less
unless the Employer has given written notice that the employee must furnish a
medical certificate or other administratively accepted evidence for all absences from
work which the employee desires to charge to sick leave.



H. When a supervisor suspects an employee is abusing sick leave usage, the employee
will be counseled about leave usage and told that medical documentation may be
required in the future. If the problem continues, the employee will be informed in
writing that he/she is required to submit medical documentation for each subsequent
absence. A requirement to furnish medical certification to substantiate all sick leave
usage will be reviewed at the end of six months to determine whether to continue or
discontinue the requirement. Such a requirement is not a disciplinary action and will
not be placed in the employee’s Official Personnel File (OPF).

I.  Employees will not be required to furnish a doctor’s certificate on a continuing basis
if the employee suffers from a chronic condition which does not necessarily require
medical treatment, although absence from work may be necessary and the employee
has furnished medical certification of the chronic condition.

J. Any request for advance sick leave must be submitted in writing to the Director,
HRM, through the employee’s supervisor. The request must be supported by medical
documentation giving evidence of serious ailment or illness and, if possible, the
approximate date of return to work. The employee will receive a response in writing
indicating the decision and the basis for the decision if the request is denied.

Section 27.05 Family and Medical Leave Act (FMLA, P. L. 103-3)

A. For family and emergency medical purposes, 12 administrative work weeks of
authorized absence are provided during any 12-month period for the following
conditions:

1. Birth of a child and care of newborn (within one year after birth);

2. placement of a child with the employee for adoption or foster care (within one

year after placement);

care for a spouse, child, or parent of the employee with a serious health condition;

4. serious health condition that makes the employee unable to perform one or more
of the essential duties of his/her position.

[98)

B. Employees may use available paid annual and sick leave (as appropriate),
compensatory time, and LWOP. Employees are entitled to return to the position
occupied at the time of the leave or to an equivalent position following the return to
work.

C. Such requests for FMLA must be in writing, including the required medical
documentation, and received 30 days before the leave is to begin; except when an
emergency arises, the employee will notify the supervisor in a reasonable amount of
time, as appropriate.



Section 27.06 Leave Without Pay (LWOP)

A. LWORP is an approved temporary non-pay absence from duty that is requested by the
employee and that requires prior supervisory approval. It may be granted in lieu of
annual leave or sick leave. The authorization of LWOP is a matter of administrative
discretion and is not an employee right. However, LWOP is authorized by Law or
Executive Order for disabled veterans in need of medical treatment, reservists and
National Guardsmen ordered to active duty for training or law enforcement when
other appropriate leave has been expended, or specific provisions within the FMLA
(P. L. 103-3). LWOP may be approved for employees who, for example, are injured
and elect to use LWOP under the Federal Employees Compensation Act, for
employees with no accumulated leave who are required to be on LWOP pending
approval of their disability retirement application, and for employees with insufficient
sick and annual leave to cover a medically indicated period of leave. Consistent with
absences related for medical purposes, the Employer may require a medical certificate
or other administratively acceptable evidence as to the reason for the requested
LWOP.

B. Employees requesting LWOP should discuss their request with their supervisor. All
requests for LWOP for more than a full workday need to be submitted in writing on
an OPM Form 71. Requests for more than seven days of LWOP must be submitted
through the supervisor, to the Director, HRM, on an OPM Form 71 with an
accompanying memo supporting the request. Requests for LWOP in excess of 30
calendar days must be submitted through the supervisor, and Director, HRM, on an
OPM Form 71 with an accompanying memo supporting the request for approval by
the RL/ORP Manager. All requests must state the reason for the request and the
specific amount of time needed for the absence. Requests will be reviewed on a case-
by-case basis.

C. It is understood that such request for LWOP may be granted in accordance with the
following:

1. The value to the Employer or the needs of the employee are sufficient to offset the
costs and administrative inconvenience that may result and when one of the
following benefits is expected:

a) Protection or improvement of the employee's health;

b) increase in the employee's knowledge, skills, and/or abilities that will benefit
the Employer;

c) retention of an employee with a critical skill or in a shortage category
occupation;

d) furtherance of a program of interest to the Federal government.

2. At aminimum, LWOP shall be granted in the following circumstances:

a) Disabled veterans in need of medical treatment;



b) reservists and National Guardsmen ordered to active duty for training or law
enforcement when the other appropriate leave has been expended;

c) injured employees who elect to use LWOP under the Federal Employees
Compensation Act;

d) employees with no accumulated leave who are required to be on LWOP
pending approval of a disability retirement application;

e) employees needing to retain cooperative education status when they return to
school between periods of employment with DOE; and

f) employees who represent recognized labor organizations must not exceed 104
weeks in any one period of five years.

D. Employees returning to duty after an extended leave of absence will normally be
returned to the position held at the time that the leave of absence began or to some
other like position with equivalent employment benefits, pay and other terms and
conditions of employment.

Section 27.07 Excused Absence

While there is no statutory authority for granting an excused absence, there are certain
situations where it is appropriate to excuse an employee for brief periods of time without
charge to leave or loss of pay. Employees can be excused for long periods when the
absence is in connection with furthering a function of the Employer. The Employer has
the discretion to determine the situations for which it will grant an excused absence. As a
general rule, appropriate situations are those that benefit the Employer or which the
Federal government wishes to encourage, such as blood drives and, in limited
circumstances, registration and voting. Further examples of where an excused absence
may be granted can be found on the HRM Home Page under Leave Administration.
Granting of an excused absence is at the sole discretion of the Employer.

A. Blood Drives — RL/ORP employees are encouraged to serve as blood donors and may
be excused from work without charge to leave for the time necessary to donate blood
or blood platelets at an authorized blood bank or blood platelet facility for
recuperation following blood donation, blood platelet donation, and for necessary
travel to and from the donation site. Supervisors may approve up to four hours of
excused absence for blood or platelet donation. The maximum amount of excused
leave will not exceed four hours, except in unusual cases. If an employee is requested
by a hospital to provide blood as a special donor, the employee will be given excused
absence at a time mutually agreed upon by the supervisor and employee.

B. Community/Professional Partnership Activities — Granting excused absence for
community/professional partnership activities is limited to activities directly related
to the DOE's mission or officially sponsored or sanctioned by the Secretary or Head
of a Departmental Element. An employee may be allowed up to 25 hours of excused
absence per leave year for approved community/professional partnership activities.
Supervisors may approve up to four hours of excused absence per workday for the
activity and necessary travel to and from the activity site.



C. Preventative Health Screening — Employees may be authorized up to four hours of
excused absence each leave year in order to participate in preventative health
screenings with a personal medical service provider. Examples of preventative health
screenings include, but are not limited to, screening for prostate, cervical, colorectal,
and breast cancer, sickle cell anemia, blood lead level, blood cholesterol level, etc.
Requests for excused absence for preventative health screenings are subject to prior
approval similar to requests for annual or sick leave for medical appointments.

D. Voting and Registration — When voting polls are not open at least three hours before
or after the employee’s regular work hours, the employee may be excused so as to
report to work up to three hours after the polls open or to leave work up to three hours
before the polls close, whichever requires the lesser amount of time off. In
exceptional circumstances, up to a full day may be allowed. If registration in person
is required and it cannot be accomplished on a non-workday, absence may be excused
on substantially the same basis as for voting.

E. Court and Jury Duty — An employee with a regular scheduled tour of duty is entitled
to court leave in accordance with law and regulations. Court leave is for jury duty
with a Federal, state or local court; witness duty on behalf of a state or local
government; and witness duty on behalf of a private party when the Federal
government or a state or local government is a party to the judicial proceeding. An
employee who is called for court service will present the court order, subpoena, or
summons to the supervisor. Any documentation provided by the court confirming the
employee’s presence will also be provided to the supervisor. The employee is
expected to return to duty during periods when he/she is excused from jury duty
unless this would be impractical. As a general rule, if there are two or more hours
remaining in the employee’s workday, the employee is expected to return to duty.

Section 27.08 Time-Off for Religious Observance

A. If workload conditions permit, an employee may normally be granted the use of
annual leave, compensatory time, credit hours, or LWOP for a workday that occurs
on a religious holiday, as long as the employee requests such leave as far in advance
as practicable (generally 1-2 weeks in advance).

B. To the extent that such modifications in work schedules do not interfere with the
efficient accomplishment of assigned work, the Employer shall afford an employee
the opportunity to work overtime in order to earn compensatory time and shall grant
compensatory time off to an employee requesting such time off for religious
observances when the employee's personal religious beliefs require that the employee
abstain from work during certain periods of the workday or work week.

C. For purposes stated in paragraph B of this section, the employee may work such
compensatory time before or after the grant of compensatory time off. A grant of
advanced compensatory time off shall be repaid by the appropriate amount of



compensatory time worked within 26 pay periods. Overtime worked during this
period will be counted against the compensatory time off until it has been made up
before the employee can be paid for the overtime or accumulate more compensatory
time. Appropriate records will be kept of compensatory time worked and used.

Section 27.09 Military Leave

A. A full-time employee who is a member of the National Guard or a reserve component
of the Armed Forces is entitled to military leave for each day of active duty up to a
maximum of 15 calendar days each fiscal year when called for active duty, active
duty training, or inactive duty training. The employee will receive regular pay plus
military pay for an employee’s regular workdays. Unused military leave accumulates
for use in succeeding years, but no more than 15 calendar days may be carried over
into a new fiscal year. At the beginning of the fiscal year, the employee is credited
with an additional 15 calendar days of military leave. Non-workdays (weekends and
designated days off) falling within a period of absence on military duty are not
chargeable as military leave. When called to duty as guard members or reservists for
purposes of providing military aid to enforce the law or for the purpose of providing
assistance to civil authorities in the protection or saving of life or property or the
prevention of injury, reservists are also entitled to leave not to exceed 22 workdays in
any calendar year, with military pay for any portion of the 22 workdays so used being
offset against civilian pay for the same period. Employees may choose to use annual
leave instead of military leave for any of the 22 workdays, and no offset against
civilian pay will be made.

B. Employees must advise their supervisors of the employees’ military obligation as
much in advance as possible. When requesting military leave, employees must
provide a copy of their orders to report to active duty when requesting the military
leave. Upon return to duty, the employee must provide confirmation of the military
duty.

Section 27.10 Bone Marrow and Organ Donation Leave

Seven days of bone marrow and organ donation leave may be granted each calendar year
for an employee serving as a bone marrow donor. Employees serving as organ donors
may be granted up to 30 days of bone marrow and organ donation leave each calendar
year. The bone marrow and organ donation leave covers time off for such activities as
donor screening, transplantation, and recovery time. For medical procedures and
recuperation requiring absences longer than seven days for bone marrow donation and 30
days for organ donation, the employee may be granted additional time off in the form of
approved leave; e.g., sick and/or annual leave, advanced sick and/or annual leave,
donated annual leave from the Agency’s leave transfer program, leave without pay, or
invoke the Family and Medical Leave Act.



Article 28 Travel

Section 28.01 Travel Information

A. Employee travel will be authorized and reimbursed consistent with applicable laws
and regulations.

B. The Federal Travel Regulations are currently available to all employees on the
Internet at:
http://policyworks.gov/org/main/mt/homepage/mtt/FTR/FTRHP.shtml

C. RL/ORP implementation is available on RL/ORP Business Management Information
System (BMIS), Employee Services at:
http://apsql02.rl.gov/doe/cto/rleis/employee module.htm

Section 28.02 Overtime

A. Normally, no employee will be required to schedule or arrange for travel outside of
the employee’s regular duty hours. When travel outside the regularly scheduled work
week is essential, overtime will be paid to employees only when the travel:

1. Involves performance of actual work while traveling;
is carried out under such arduous and unusual conditions that the travel is
inseparable from work; and

3. results from an event that could not be scheduled or controlled administratively.

B. If anon-exempt (FLSA) employee is required to travel on an overnight assignment
away from the official duty station during hours on non-workdays that correspond to
the employees regular working hours, then time spent traveling shall be considered
hours of work.

Section 28.03 Travel Reimbursements

The Employer agrees to reimburse employees when in travel status for per diem and
mileage expenses incurred by them in discharge of the official duties as authorized and
allowable by law and regulation. Employee reimbursements will normally be made via
electronic funds transfer to the employee’s designated financial institution and account.
The Employer will make available to employees an advance of travel funds in the form of
an authorized ATM cash withdrawal against a government-issued travel charge card.
Such advances will be limited to those estimated expenses that a traveler is expected to
incur in connection with authorized travel (including travel incident to a permanent
change of station) which normally would be paid using cash. In the event the employee
has not been furnished with a government-issued travel charge card, the government will
issue the traveler a prepaid transportation ticket in advance of travel, and all other costs
would be reimbursed upon submittal of a proper voucher.



Section 28.04 Travel on Non-Workdays

When an employee voluntarily returns to his/her official station or place of abode for
non-workdays, the maximum reimbursement for the round-trip transportation and per
diem en route shall be limited to the per diem allowance and travel expenses that would
have been allowed had the employee remained at the temporary duty station. The
employee shall perform any such voluntary return travel during non-duty hours or periods
of authorized leave.

Section 28.05 Bank Deposits

The Employer agrees to notify the employee of the exact amount that will be deposited to
the employee's bank account to satisfy travel reimbursement vouchers under approved
administrative procedure. Employees may request written notification on a case-by-case
basis from the Employer of the basis for any claims adjustments that were made to
approved vouchers.

Section 28.06 Frequent Flyer Miles

Employees are allowed to use frequent flyer miles that are acquired on official
government travel for their own personal use.



Article 29 Flexiplace

Section 29.01 Policy

A. The Employer provides telecommuting opportunities for employees to request to
work at home or another suitable location in accordance with the terms and
conditions specified in the following sections. Approval to telecommute is at the sole
discretion of the Employer. Unless specifically changed by the terms of this Article,
all other terms and conditions of employment as outlined elsewhere will remain the
same for employees participating in this program. For example, those employees
working an AWS continue to do so while participating in this program. Similarly,
overtime and leave rules apply as in all other situations.

B. Employees wishing to be considered for telecommuting must submit a written request
to their supervisor. Specific steps for submitting telecommunicating requests are
located in RIMS under the Human Resource Management System, Workforce
Management, Telecommunicating Procedure Workforce Management - Flexiplace
(Telecommuting) : 07-04-d01 The request should outline the situation and include
appropriate supporting documentation (for example, if related to a medical hardship,
medical documentation must be submitted with the Flexiplace (Telecommuting)
Agreement, located in Appendix D). Eligibility is determined on a case-by-case
basis, taking into consideration all documentation submitted. The employee will be
notified of the decision by the Human Resources Representative by whom he/she is
supported.

Section 29.02 Eligibility

A. The Union and the Employer understand that telecommuting is not a statutory
entitlement and that approval to telecommute is granted or denied at the sole
discretion of the Employer.

B. In order to be eligible for consideration for telecommuting, employees must first meet
the following criteria:

1. Their performance has been rated at least Fully Satisfactory. Employees must
maintain a performance level of Fully Satisfactory during the time they participate
in a telecommuting arrangement;

2. they have not received a formal disciplinary or adverse action in the six months
directly preceding their application for telecommuting;

3. they are working at a level in their position where close supervision is not
required; and

4. they are in a position determined to be appropriate for inclusion.



Section 29.03 Requirements

A.

Telecommuting may not be suitable or practical for employees in positions that
require:

1. Extensive face-to-face contact with supervisors, other employees, contractors,
regulators, or the general public;

2. access to material which is routinely required to accomplish assignments and
cannot be removed from the official duty station; and

3. access to special facilities or equipment not available offsite.

Once the employee has been approved for participation, the employee and supervisor
will come to an agreement about the employee’s schedule, including the specific days
to be worked away from the office. The telecommuting arrangement will continue as
agreed as long as the employee is able to complete assignments and the schedule does
not conflict with mission necessity or training or until the justification for original
granting of approval to telecommute is no longer valid, whichever comes first. In
addition, the equipment necessary to work at the alternate site must be available.
Although the Employer is not under any obligation to provide any equipment or to
purchase equipment for telecommuting, to the extent feasible, the Employer may
provide the employee equipment from available surplus. Should the Employer be
unable to provide the equipment from its available supply, employees will have to
provide it through their own means at no expense to the Employer. The Employer is
also under no obligation to provide any site support for equipment in the employee’s
home site.

. Home work sites for telecommuting require adequate work space (a room or a portion

of a room which is adequate for the performance of official duties), light, basic
residential telephone service, power, adequate environmental conditions, and smoke
alarms. The Employer will not pay for any of these requirements (see the Self-
Certification Safety Checklist within Appendix D, FlexiPlace Agreement).

. The Agency retains ownership and control of all hardware, software,

telecommunications equipment and data placed in the alternative work site by the
Employer. This equipment is to be used for official business only. Adequate security
must be in place to protect this equipment and data from unauthorized access.
Physical security measures, such as denying children access to the work area or
securing it when not in use, also need to be taken.

The employee will provide the supervisor reasonable documentation showing what
work has been accomplished; e.g., a list of the work done or a copy of actual reports
or calculations produced. Moreover, the employee will be available at the assigned
alternate site unless in approved leave status or at lunch, unless he/she has given the
supervisor or designee prior notice and has received permission to modify the
workday. For purposes of timekeeping, employees who have been approved for



telecommuting will provide appropriate information necessary to accurately
document their time and hours worked.

The Employer is not responsible for paying any extra costs the employee may incur
for working at home; e.g., addition of a telephone line. The Employer does have the
right to inspect the work site. The Union will be given notice of any site inspection at
the same time the employee is notified. The Union and the Employer will adhere to
the rules for inspection contained in the RL/ORP Telecommuting Program. If this
results in hardship to employees, the Parties will discuss the rules for any Employer
inspection. These rules will be included with all other implementation rules on the
Flexiplace Work Agreement, which the employee will sign and agree to follow when
undertaking a telecommuting arrangement.

. At their alternate work site, employees will comply with all required security
measures and disclosure provisions so that at no time are security or Privacy Act
requirements compromised.

. Employees will comply with applicable government regulations covering information
management and electronic security procedures for safeguarding data and databases.

Employees will protect all government records and data against unauthorized
disclosure, access, mutilation, obliteration, or other unauthorized use.

Employees must ensure that government-owned equipment is used only for
authorized purposes.

. Employees must notify their supervisor of any accident or injury that occurs at the
alternate workplace during the course of the scheduled work period and complete the
necessary paperwork.

. Employees must not use duty time for any purpose other than official duties.

. If at any time it is determined that a telecommuting assignment is having an adverse
impact on work operations, the program shall be modified or terminated. The
manager will attempt to modify the assignment to mitigate the adverse impact. If that
is not feasible, then termination of telecommuting may be necessary. Modification or
termination is at the sole discretion of the Employer.

. Each employee must sign a flexiplace agreement before beginning the telecommuting
arrangement. Telecommuting arrangements are approved for a specific period of
time and must be reviewed periodically to verify the continuation of the condition
that necessitated the arrangement. The employee’s participation is based upon the
current assigned position. Any changes in the employee’s current position or the
alternative work site will require a new request for approval.



Section 29.04 Liabilities

The Agency will not be responsible or liable for:

A.

Damages to an employee’s real or personal property when performing official duties
or while using government equipment at a private residence, except to the extent set
forth by the Federal Tort Claims Act or the Military Personnel and Civilian
Employees Claims Act; and

operating costs, home maintenance, or any other incidental costs (e.g., utilities)
associated with the use of a private residence. The employee continues to be entitled
to reimbursement for authorized expenses while conducting official business, as
provided in the statute and implementing regulations just as he/she would be when
working at the official duty station.



Article 30 Prohibited Personnel Practices

Section 30.01 Policy

Federal employees who have the authority to take, direct others to take, recommend, or
approve any personnel action shall not engage in any prohibited personnel practices as
such are defined in 5 U.S.C. § 2302. Examples of prohibited personnel practices include,
but are not limited to: discrimination based on race, color, religion, sex, national origin,
age, handicapped condition, marital status, political affiliation, or veterans’ preference
requirement.

Section 30.02 Internet Link
The Employer agrees to place a hot link to 5 U.S.C. § 2302 on its web page within

90 calendar days of the date this Agreement is executed. The Employer shall place that
link at Section 30.02 of the electronic version of this Agreement.



Article 31 Equal Employment Opportunity (EEO)

Section 31.01 Policy

It is the policy of the Employer and Union to support an affirmative and positive Equal
Employment Opportunity (EEO) Program. Discrimination on the basis of race, color,
sex, national origin, religion, age or disability will not be tolerated in personnel practices
and employment conditions; and it is agreed that these basis principles shall be
accomplished by adhering to Title VII of the Civil Rights Act, the Rehabilitation Act,
Equal Pay Act, and all other applicable statutes and regulations of the Equal Employment
Opportunity Commission (EEOC), including 29 C.F.R. Part 1614.

Section 31.02 Special Emphasis Program Managers

The RL/ORP Special Emphasis Program Managers (SEPMs) and EEO Counselors are
listed on the HRM Home Page.

Section 31.03 Participation in EEO Activities

A. The Union shall designate a representative to the RL/ORP Diversity Advisory
Council. This council, which is made up of SEPM and EEO staff, provides advisory
guidance and recommendations to the overall EEO and Diversity Programs at
RL/ORP.

B. All Bargaining Unit members, including Union officials and stewards, may perform
voluntary collateral EEO Counselor and SEPM duties. These collateral duty
positions are selected from advertised interest announcements by the EEO Manager
and approved by the RL Manager(s). Selected candidates for EEO Counselor and
SEPM positions must execute such duties as delineated in 29 C.F.R. Part 1614.
Under the circumstances set forth in 5 U.S.C. § 7120 (e), the EEO Manager may
determine a conflict exists and restrict a Union official or Union steward from
performing some or all of the collateral duties.

C. Except as provided in Sections 31.03 (A) and (B), Bargaining Unit eligible employees
will be provided the opportunity to participate in Special Emphasis Programs (SEPs)
or Employer-sponsored celebrations to the same extent as non-Bargaining Unit
eligible employees. The Union specifically waives Impact and Implementation (1&I)
negotiations for such programs or celebrations that exist as of the date of execution of
this Agreement.



Section 31.04 Information Provided to Union

The Employer shall furnish the Union with approved copies of the Annual
EEO/Aftirmative Action plans (i.e., Affirmative Employment Plan, Federal Equal
Opportunity Recruitment Program Plan, Disabled Veterans Affirmative Action Program
Plan, and Affirmative Action Plan for Disabled Persons). The Employer will also
provide the Union with the RL/ORP Diversity Status Report within the Environmental
Management Performance Report.

Section 31.05 Alternative Dispute Resolution (ADR) Process

A. The Employer will make available a voluntary EEO ADR process for both the pre-
complaint and the formal complaint processes. EEO Counselors shall advise
aggrieved persons that they may choose between participation in the ADR Program or
the EEO pre-complaint activities. Where the aggrieved person chooses to participate
in ADR, the pre-complaint processing period shall be automatically extended to 90
days.

B. Absent a conflict of interest or workload situation, employees may seek appropriate
assistance from any EEO Counselor.



Article 32 Employee Assistance Program

. The Employer provides an Employee Assistance Program (EAP) as required and
defined in applicable laws, regulations, DOE O 341.1, Federal Employee Health
Services, RL Order 3792.1, RL Employee Assistance Program, and amendments
thereto. Information concerning this program is available on the HRM Home Page.

. The Employer encourages employees to participate in this program as soon as it is
reasonably apparent that the employee is experiencing a work-related difficulty.
Employees undergoing a prescribed program of counseling will be granted leave or
LWOP on the same basis as any other absence from work.

. Employees may voluntarily seek counseling, referral, and information from the EAP
on a confidential basis. Neither program advisor, the Union, nor any management
official shall reveal the name of a person voluntarily seeking assistance without the
employee's written consent, unless there is a threat to the employee, others, or
property. EAP records are covered by the Privacy Act. DOE has established certain
routine uses for these records which may result in the disclosure of information
contained in the record to authorized sources outside the Agency. Specific questions
about disclosure should be addressed to the Office of Chief Counsel.

. Employees will not be automatically denied/deprived of employment or promotion
opportunities solely on the grounds of prior alcohol, drug or emotional problems, nor
when or because an RL/ORP employee requests assistance or referral assistance from
the EAP.



Article 33 Health And Safety
Section 33.01 Policy

A. The Parties mutually agree to cooperate in a common primary objective to create and
maintain a safe and healthful work environment for employees. To the extent of its
ability, responsibility, and authority, the Employer will provide and maintain safe and
healthful work conditions for employees in accordance with the requirements of
29 C.F.R. Part 1960, Basic Program Elements for Federal Employee Occupational
Safety and Health Programs and Related Matters, as implemented in DOE O 440.1A
and found in RIMS, Safety & Health Management System, Program Descriptions,
Federal Employee Occupational Safety and Health (collectively referred to as
“FEOSH”). Federal Employee Occupational Safety and Health (FEOSH), Hanford's
Program

B. Supervisors and employees are expected to promote a safe workplace, participate in
the FEOSH Program, follow applicable procedures, and conduct operations to
achieve environmental, safety, and health excellence in support of this primary
objective. All employees are expected to exercise both their rights and
responsibilities under FEOSH.

Section 33.02 Safety Committee

The Parties agree that there will be a safety committee operating at RL/ORP in
accordance with the requirements of 29 C.F.R. Part 1960. The Union will be afforded
representation on the Safety Committee in accordance with the requirements of 29 C.F.R.
Part 1960 and HFID 440.1. Solicitations of interest for employees interested in serving in
a Union-designated position on the Safety Committee shall be handled in the same
manner as solicitations of interest for other RL/ORP committees (e.g., similar to
solicitations of interest for SEP committee members). Reasonable communication
between the Union, Employer, and employees interested in serving on the Safety
Committee is an authorized use of government property. Employees who are
recommended by the Union and selected by management for membership in the Safety
Committee shall perform these duties as part of their work assignments.

Section 33.03 Inspections

The Employer and the Union agree to cooperate to ensure that workplace safety and
health inspections are performed strictly in accordance with the provisions and
requirements of 29 C.F.R. 1960. A representative of the Union shall be given an
opportunity to accompany safety and health inspectors during the physical inspection of
any workplace of employees.



Section 33.04 Reports of Unsafe or Unhealthy Working Conditions

Employees are required to work safely. The Union and employees are expected to
inform the Employer of the existence of, or the potential for, unsafe or unhealthful
working conditions. Employees have the right to be represented by the Union in
communicating these potential issues to the Employer. If safety concerns cannot be
resolved by the Employer, the Union or the employee may refer the issue(s) to the Safety
Committee or the employee may refer the issue(s) to the RL/ORP Office of Special
Concerns Program or the Differing Professional Opinion (DPO) Program. The Parties
agree that duplication of effort is not conducive to effective resolution and the same issue
shall not be presented to more than one entity for resolution (e.g., the same issue shall not
be presented to both the Safety Committee and the DPO). A referral or transfer to
another entity, pursuant to the program’s ordinary procedures; however, shall not be
considered duplication. Safety and health issues are to be resolved pursuant to this
Article and are, therefore, excluded from Article 10, Grievance Procedure, and Article
11, Arbitration.

Section 33.05 Safety Information

The Employer shall provide to the Union, upon request, reports (written or verbal) or
other documentation generated during the performance of activities associated with
FEOSH subject to the requirements of other applicable controlling requirements on
protection of data, such as classified information control and the Privacy Act, if the
requested information is related to the Union’s representational duties.

Section 33.06 Stop Work Authority

Employees have the responsibility and authority to stop work immediately, without fear
of reprisal, when they are convinced a situation exists which places themselves, their
coworker(s), or the environment in danger. “Stop Work” is defined as: stopping the
specific task or activity that poses danger to human health and/or the environment.
Employees are expected to report any activity or condition that they believe is unsafe to
their management. After notification, resolution of the issue resides with the responsible
supervisor. If the supervisor determines that work shall resume, the employee shall
return to work.

Section 33.07 Other Workplace Sites

When employees are in government-owned/contractor operated facilities or RL/ORP
contractor-owned or contractor-operated facilities or facilities owned/operated by other
Agencies (Federal, State, or local), the employees will comply with the applicable
government and/or contractor health and safety program requirements as posted in the
facility or as otherwise made known to them. The Employer has a co-equal responsibility
to ensure communication of general safety requirements and hazards to employees
assigned to work in RL/ORP contractor-owned or operated facilities. Job specific safety



requirements and hazards will be identified by the responsible organization, which in
some cases may be the contractor or another Agency. Employees whose workplace is
other than in a facility under the direct control of the Employer are still covered by the
FEOSH Program. Information regarding proper fire and bomb threat evacuation
procedures will be made available to employees working at Hanford facilities. In
imminent danger situations, employees will be notified by means of the general fire alarm
and will be evacuated. Employees will also be notified as soon as is reasonable of other
potential hazards.

Section 33.08 Safety Monitors

As needed, employees may be requested to voluntarily participate in the FEOSH
Programs as safety monitors. Employees acting as safety monitors will do so in a duty
status. Employees selected to be safety monitors will be given training, as management
determines is necessary, to act as an inspector under FEOSH before being asked to
perform any safety monitor duties.

Section 33.09 Training

The Safety Committee shall make recommendations to the Employer regarding general
safety and health training, such as stress management and driving safety, that may be
offered to RL/ORP employees and provide information on such training that may be
available through Hanford Site or community resources. The Employer will make such
training or release from duty to attend such training available to Bargaining Unit
employees on the same basis as non-Bargaining Unit employees.

Section 33.10 Equipment

The Employer agrees to provide employees personal protective equipment (PPE), such as
safety shoes, hard hat, safety glasses, and hearing protection prior to assigning duties in
any areas for which these types of PPE are required.

Section 33.11 Risk of Immediate Harm

When the Employer determines there is a reasonable likelihood of immediate harm to
employees who remain in their work area, the employees will be moved to a safe area or,
at the discretion of the Employer, given administrative leave.

Section 33.12 Injured Employees

The Employer is responsible to ensure injured employees receive appropriate emergency
medical attention. The Employer will provide health services onsite which are sufficient
to care for an employee during an emergency. “Onsite” locations do not include those
areas for which emergency services are provided by the city or county (such as the
Federal Building). The Employer is responsible for ensuring appropriate family
notifications are conducted subsequent to an emergency medical response involving a



Federal employee. The Employer is responsible for appropriate follow-up medical
surveillance as determined necessary by the Site Occupational Medical Contractor that is
necessitated by an occupational exposure.

Section 33.13 Disclosure of Employee Medical Records

Federal employee medical records, which are kept by the Employer or a contractor on the
Employer’s behalf, are covered by the Privacy Act under System of Records 33 and
OPM/GOVT-10, Employee Medical File System Records. The regulations allow certain
routine uses of those individual records which include, but are not limited to, disclosure
to DOE contractors in performance of their contracts; disclosure to facilitate health
hazard evaluations, epidemiological studies, or public health activities required by law
performed by personnel, contractor personnel, grantees, and cooperative agreement
holders of components of the Department of Health and Human Services; and disclosure
to contractors, grantees, participants in cooperative agreements, collaborating researchers,
or their employees, in performance of health studies of related health or environmental
duties pursuant to their contracts, grants, and cooperating or collaborating agreements.

Section 33.14 Health Maintenance
Employees will be given the opportunity to receive annual health maintenance

examinations and flu shots consistent with applicable DOE Order requirements and
Hanford Site programs.



Article 34 Personnel Records

Section 34.01 Policy

The Employer will maintain systems of personnel records in accordance with
5 C.F.R. 293; OPM Operating Manual, the Guide to Personnel Recordkeeping; and the
Privacy Act of 1974.

Section 34.02 Review of Records

Upon request, each employee may have access to review the contents of his/her Official
Personnel Folder (OPF), Employee Performance Folder and Medical Folder. Such
review will occur in the presence of an authorized official of HRM. An employee may
also be accompanied by a designated representative to review the contents of his/her
OPF.

Section 34.03 Employee Copies

Employees will receive a copy of each SF-50 immediately following the processing of
the action. The employee will also receive copies of other official forms; e.g., Thrift
Savings Plan, Federal Employees Group Life Insurance, and Federal Employees Health
Insurance, as they are processed. Upon request, employees may obtain copies of each
SF-52, when used for details, as well as other permanent records in their OPF.



Article 35 Employee Information

Section 35.01 Available Information

Employees seeking information regarding benefits can obtain information about
programs such as retirement, the Thrift Savings Plan, health and life insurance, worker's
compensation, and leave administration either from an HRM representative or from the
HRM Home Page.

Section 35.02 New Employees

A. The following information will be provided to each new employee on the employee's
first day of duty:

1. Intranet address for access to the CBA with hot links to Form 1187 and OPM
SF-1188; and

2. alisting of designated Union representatives (as have been designated in writing
to the Employer by the local Union president or designee).

B. The employee will sign and date a form acknowledging receipt of this information.
The form will read: "I hereby acknowledge receipt of the intranet address for the
Collective Bargaining Agreement between DOE and the Union with hot links to the
Form 1187 and OPM SF-1188; and a listing of designated Union representatives."
This receipt will be maintained in HRM with a copy to the Union chief steward.

Section 35.03 Departing Employees

A. Management notifies the Union of bargaining unit employee departure and

B. The employee will have the option to sign out with a Union Representative



Article 36 Disciplinary Actions

Section 36.01 Policy

A.

The Employer retains the right to take appropriate disciplinary actions. The basic
procedures as outlined in applicable laws and regulations, and this Agreement, will be
followed.

Disciplinary actions will be taken only for such cause as will promote the efficiency
of the service. Some disciplinary actions are also adverse actions, but for the purpose
of this Agreement, the term “disciplinary action” is limited to those actions defined in
Section 36.01(B). Such actions are defined, for the purpose of this Agreement, as
those actions taken by the Employer to correct an employee’s behavior or
misconduct.

Formal disciplinary actions include written reprimands and suspensions of 14
calendar days or less.

The procedures of this Article do not apply to any Bargaining Unit employee serving
a probationary or trial period or an employee under a temporary appointment, where
the disciplinary action is for conduct or performance during the probationary period.
The merits of the disciplinary actions are not subject to the grievance and arbitration
procedures of this Agreement.

For clarification purposes and in accordance with DOE policy, a letter of warning and
an oral admonishment are not considered formal disciplinary actions. An oral
admonishment is a disciplinary discussion between a management official or
supervisor having the authority to take disciplinary action with respect to that
employee.

Section 36.02 Progressive Discipline

The Employer will apply the concept of progressive discipline designed to correct and
improve employee conduct. Progressive discipline should be the least amount of
discipline necessary to change behavior. Each situation warranting discipline will be
evaluated individually and, in instances involving serious offenses, intermediate
progressive discipline may not be used. The disciplinary action will match the
seriousness of the misconduct.



Section 36.03 Procedures

In taking disciplinary actions, the Employer will follow the procedural requirements
found in 5 C.F.R. Part 752. When the Employer takes a disciplinary action under
5 C.F.R. Part 752, the following procedures will apply:

A.

The written proposal will be delivered to the employee prior to taking an action and
will contain the specific reasons for the proposed action.

The proposal will also inform the employee of the right to review all material
(including any witness statements) that was relied upon to support the reasons for the
action. Except for classified documents or other legally prohibited disclosures, the
Employer will provide copies of this material to the employee or his/her designated
representative upon request.

The employee will have 10 workdays from the date the employee received the notice
of proposed disciplinary action to deliver an oral and/or written reply. The Employer
shall grant reasonable requests for extensions if they are submitted in writing before
the expiration of the time allowed and state the reasons for desiring more time.

. The proposal notice will specify who will receive the oral and/or written reply. This

official or designee will be the person who will be making the decision, and will
normally be a higher level management official than the official who issued the notice
of proposed action. In delivering a reply, the employee may set forth mitigating
circumstances and give reasons why the employee does not believe the proposed
action should be taken. Ifthe Employer makes a written summary of the employee’s
oral reply, the Employer shall provide a copy of that summary to the employee or
his/her designated representative.

After full consideration of all factors, including any response presented by the
employee, the Employer will render a written decision. The written decision will
state the reasons for the action.

Section 36.04 Letters

A.

Letters of Reprimand will be placed in the employee’s OPF for the period of time
specified in the letter, but not to exceed one year. Letters of Warning or
admonishment will not be placed in the employee’s OPF. A copy will be maintained
only by the employee’s immediate supervisor and will be destroyed one year
following the date of issuance or earlier, if appropriate.

Each proposal and decision letter issued pursuant to this Article will contain a
notification of the employee’s right to representation. This notification will include
the name of the current Union representative designated by the Union, in writing, to



receive such notice. If the Union has not provided such designation, the notification
will include the name of the Chief Steward.

Section 36.05 Union Information

The Employer agrees to notify the Union when Management issues a decision of a
disciplinary action to an employee. This notification will include a sanitized general
statement of the charges and subsequent decision. The Parties agree that where such
information indicates a pattern of misconduct or pervasive problem areas, the Union will
work to encourage better understanding of work rules and improved conduct on the part
of the Bargaining Unit. The Employer agrees to provide more detailed information (e.g.,
decision letter, background information) to the Union upon request, subject to Privacy
Act laws.



Article 37 Adverse Actions

Section 37.01 Policy

The Employer retains the right to take appropriate adverse actions. The basic procedures
as outlined in applicable laws and regulations, and this Agreement, will be followed.

A.

Adverse actions will be taken only for such cause as will promote the efficiency of
the service.

Adverse actions include disciplinary suspensions of more than 14 calendar days,
removal, furlough of 30 calendar days or less without duties or pay because of lack of
work or funds or other non-disciplinary reasons, reductions in grade or pay, and
actions taken based on an individual’s suitability for employment. For the purpose of
this Agreement, the procedures governing adverse actions taken because of a RIF and
furloughs of more than 30 calendar days are covered by Article 39, Reduction-in-
Force. For the purpose of this Agreement, performance-based adverse actions are
covered by Article 38, Performance-Based Actions.

. In any formal discussion, other than transmittal of a proposal or decision, between an

employee and the Employer during which a principal topic of discussion is an adverse
action or a potential adverse action against the employee, the employee will be
entitled to Union representation.

The procedures of this Article do not apply to any Bargaining Unit employee serving
a probationary or trial period or an employee under a temporary appointment, where
the adverse action is for conduct or performance during the probationary period. The
merits of the adverse actions are not subject to the grievance and arbitration
procedures of this Agreement.

Section 37.02 Progressive Discipline

The Employer will apply the concept of progressive discipline designed to correct and
improve employee conduct. Progressive discipline should be the least amount of
discipline necessary to change behavior. Each situation warranting discipline will be
evaluated individually and, in instances involving serious offenses, intermediate
progressive discipline may not be used. The disciplinary action will match the
seriousness of the misconduct.



Section 37.03 Procedures

In taking adverse actions, the Employer will follow the procedural requirements found in
5 C.F.R. Parts 731 and 752. In addition, when the Employer takes an adverse action
under 5 C.F.R. Part 752, the following procedures will apply:

A.

The written proposal will be delivered to the employee before taking the adverse
action. The proposal letter will give the specific reasons for the proposed action and
will be delivered no later than 30 calendar days before the decision. Where the crime
provision is invoked; i.e., when there is reasonable cause to believe the employee has
committed a crime for which a sentence of imprisonment may be imposed and in
those cases where an employee is considered a danger to himself/herself or others, the
30 calendar day advance written notice is not required. When the crime provision is
invoked, the Employer has the discretion to grant the employee accrued annual leave,
LWOP, or administrative leave pending the outcome of the proposed action.

The proposal will also inform the employee of the right to review all material that
was relied upon (including any witness statements) to support the reasons for the
action. Except for classified documents or other legally prohibited disclosures, the
Employer will provide copies of this material to the employee or his/her designated
representative upon request.

The employee will have 10 workdays to deliver an oral and/or written reply. The
Employer shall grant reasonable requests for extensions if they are submitted in
writing before the expiration of the time allowed and state the reasons for desiring
more time.

The proposal notice will specify who will receive the oral and/or written reply. This
official or designee will be the person who will be making the decision, and will
normally be a higher level management official than the official who issued the notice
of proposed action. In delivering a reply, the employee may set forth mitigating
circumstances and give reasons why the employee does not believe the proposed
action should be taken. Ifthe Employer makes a written summary of the employee’s
oral reply, the Employer shall provide a copy of that summary to the employee or
his/her designated representative.

After full consideration of all factors, including any response presented by the
employee, the Employer will render a written decision. The written decision will
state the reasons for the action.



Section 37.04 Letters

Each proposal and decision letter issued pursuant to this Article will contain a
notification of the employee’s right to representation. This notification will include the
name of the current Union representative designated by the Union, in writing, to receive
such notice. If the Union has not provided such designation, the notification will include
the name of the chief steward.

Section 37.05 Union Information

The Employer agrees to notify the Union when Management issues a decision of an
adverse action to an employee. This notification will include a sanitized general
statement of the charges and a subsequent decision. The Parties agree that where such
information indicates a pattern of misconduct or pervasive problem areas, the Union will
work to encourage better understanding of work rules and improved conduct on the part
of the Bargaining Unit. The Employer agrees to provide more detailed information (e.g.,
decision letter, background information) to the Union upon request, subject to Privacy
Act laws.



Article 38 Performance-Based Action

Section 38.01 Policy

The Employer has the right to take appropriate performance-based actions using

5 U.S.C., Chapter 43 or Chapter 75. The basic procedures as outlined in applicable laws
and regulations, including those found in 5 U.S.C., Chapter 43, 5 U.S.C., Chapter 75,
applicable C.F.Rs., DOE 3750.1, Workforce Discipline, and any changes thereto, and this
Agreement will be followed.

Section 38.02 Notification

Under normal circumstances, the PIP will not be the first notification of performance
deficiencies. Throughout the appraisal period, supervisors should apprise employees of
their performance on an ongoing basis. Employees will be notified verbally or in writing,
as soon as possible of any performance deficiencies and will be encouraged to take
positive steps to bring their performance up to an acceptable level. Supervisors will offer
reasonable assistance to the employee in improving Unacceptable performance.

Section 38.03 Performance Improvement Plan

A. When following the procedures outlined in 5 U.S.C. Chapter 43, and Article 14,
Performance Management Program, Section 14.08, of this Agreement, in a
performance-based action, the supervisor will issue a PIP in the form of a letter prior
to proposing to take action against an employee for Unacceptable performance. This
PIP will provide a reasonable period of time within which the employee’s
Unacceptable performance must improve*. Employees will be informed of the
specific critical elements in which their performance is Unacceptable. The PIP letter
will state what an employee must do to improve performance to a Fully Successful
level and will indicate any guidance and review the supervisor will provide during the
PIP. The Employer will also include in the PIP letter written notification that unless
the employee’s performance in the critical element(s) improves to and is sustained at
a Fully Successful level, the employee may be reduced in grade or removed. If the
employee’s performance is still Unacceptable at the end of the PIP, any performance-
based action taken under 5 U.S.C. Chapter 43 will follow required statutory and
regulatory procedures.

*For the purpose of this section, when using 5 U.S.C. Chapter 43, a reasonable period
of time will be at least 60 calendar days and no more than 120 calendar days;
however, it will remain at management's discretion to establish the duration of the
PIP.

B. When using 5 U.S.C. Chapter 75 as the basis for a performance-based action, a PIP
and an opportunity period are not required. Any performance-based action taken
under 5 U.S.C. Chapter 75 will follow required statutory and regulatory procedures.



C. Each proposal and decision letter issued pursuant to this Article will provide the
employee with notification of his/her right to representation.



Article 39 Reduction-In-Force (RIF)

Section 39.01 Policy

A.

The implementation of a Reduction-in-Force (RIF) will be administered by the
Employer in accordance with applicable law, regulations, Departmental guidance
(e.g., CTAP), and this Article. The Parties agree RIF is an action that should only be
taken when necessary. The Employer retains the right to conduct a RIF, decide which
positions are required, where they are located, and when they are to be filled, left
vacant, or abolished.

To minimize the adverse impact of a RIF on employees, the Employer will attempt to
utilize attrition and/or other reduction efforts. In cases of budgetary insufficiency,
reasonable reduction efforts might include: innovative salary savings methods; i.e.,
leaving positions vacant or restructuring of positions, promotion freezes, offering
LWOP, furloughs, and reduction of costs associated with contracting out. The
Employer agrees to keep the Union informed and apprised throughout the conduct of
the RIF process (including discussing possible alternatives to RIF) and bargain as
required.

Where practicable, in case of a RIF, employees who are on a part-time schedule, will
be contacted to determine if they wish to revert to and work a full-time schedule.
Employees who encumber a job-share position will not be offered this opportunity.

Section 39.02 Notification of RIF

A.

The Employer agrees to notify the Union of any RIF as far in advance as practicable
and before notification of affected Bargaining Unit employees. The following
information on affected Bargaining Unit positions will be provided:

Competitive area;

reasons for the action;

proposed effective date;

competitive level definitions; and

list of abolished and impacted positions.

M

Additionally, a retention register for all RL/ORP will be provided.

The affected employee(s) will be given a specific RIF notice at least 60 calendar days
prior to the effective date of the RIF, unless circumstances do not permit such
notification period. The Office of Personnel Management (OPM) must approve
notification periods of less than 60 days. If a shortened notification period is
approved by OPM, then the affected employee(s) will be given a notice of at least 30
calendar days prior to the effective date. A retention register and other RIF
documents will be made available to the affected employee(s).



D. When a RIF is conducted, the Employer agrees to provide timely information and/or
training sessions for interested employees, Union officials, and representatives
regarding RIF procedures or policies.

E. Information given to the Union will be held confidential until the official notice is
given by the Employer to the affected Bargaining Unit employees. The Union agrees
to hold information not yet generally released to the employees as confidential, that
is, only for the eyes of those Union officials who have a need to know.

Section 39.03 Tie-Breaking Procedure

When two or more employees are tied in retention standing; i.e., two employees in the
same subgroup have the same SCD, and one or more but not all tied employees must be
released from the competitive level, the Employer shall break the tie using the methods
and in the order noted below:

A. SCD (employee with the least service will be released first);
B. random number based upon the last digit of the employee’s social security number.
Section 39.04 Placement Offer

An employee will be given a minimum of five calendar days from the date the employee
receives the notice in which to accept or reject an assignment offer pursuant to this
Article.

Section 39.05 Performance-Based RIF Credit

RIF years of credit for performance will be applied in accordance with OPM regulations
and DOE parameters in effect at the time of the RIF.

Section 39.06 Outplacement Assistance

Consistent with the law and regulations governing the consideration, selection, and
placement of surplus and displaced employees, and to the extent funds are available, the
Employer will assist employees in taking charge of their careers by providing them
outplacement assistance, career transition services. Where possible, the Employer will
provide support to affected employees to find new jobs with the Department or Federal
sector. As part of the outplacement assistance, affected employees will be permitted to
be released from duty to seek employment within the Agency or other government
agencies.



Article 40 Contracting Out

Section 40.01 Policy

A. The Employer agrees to comply with laws and regulations that are applicable at the
time a decision is made to contract out.

B. Subsequent to the Employer’s decision to contract out functions, which could result
in a potential adverse impact on Bargaining Unit employees, the Union shall be
provided a summary of the proposed action, documents provided to potential offerers,
and potential impact to Bargaining Unit employees. The Employer and the Union
will negotiate 1&I of the action, as provided for in the statute, but Union approval of
the Agency’s decision to contract out is not required.

Section 40.02 Hiring Preference

Except where prohibited by law or regulation, the Employer shall require that the
performing contractor provide hiring preference to the Bargaining Unit employees:

A. Who are/will be involuntarily separated from employment at RL/ORP, and

B. who are eligible for employment based on the performing contractor’s judgment of
the employee’s ability to meet the job position requirements.

Section 40.03 Union Participation

The Employer agrees to keep the Union informed of any study or planned study to
contract out any function of its operations. The Union will be allowed to participate in
studies or decision making teams. In the case of Union participation on a decision
making team, the Union participant will not be eligible for employment with the
contractor; i.e., the loss of the first right of refusal.

Section 40.04 Adverse Actions

Procedures for employees subject to adverse actions as a result of contracting out shall be
in accordance with Article 39, Reduction-in-Force, of this contract.



Article 41 Outside Employment

Section 41.01 Policy

A. An employee shall not engage in outside employment or any other outside activity
that conflicts with his/her official duties. An activity conflicts with an employee’s
official duties:

1. Ifitis prohibited by statute or by an Agency supplemental regulation; or

2. if, under the standards set forth in 5 C.F.R. 2635.402, Disqualifying Financial
Interests, and 5 C.F.R. 2635.502, Personal and Business Relationships, it would
require the employee’s disqualification from matters so central or critical to the
performance of his/her official duties that the employee’s ability to perform the
duties of his/her position would be materially impaired.

B. Employees are cautioned that even though an outside activity may not be prohibited
under 5 C.F.R. 2635, Standards of Ethical Conduct for Employees of the Executive
Branch, it may violate other principles or standards set forth in 5 C.F.R. 2636,
Limitations on Outside Employment and Prohibition of Honoraria; Confidential
Reporting of Payments to Charities in Lieu of Honoraria, or require the employee to
disqualify him/herself from participation in certain particular matters under either
5 C.F.R. 2635, subpart D, Conflicting Financial Interests, or 5 C.F.R. 2635, subpart E,
Impartiality in Performing Official Duties, of this part.

Section 41.02 Approval for Outside Employment

A. As required by applicable regulations, employees must obtain written approval from
their immediate supervisor and the Office of Chief Counsel prior to engaging in
outside employment or outside activities. Approval is required whether or not the
work is for compensation. The request for approval must be submitted to the
supervisor. The supervisor is responsible to forward the request to the Office of
Chief Counsel. The request for approval shall include the name of the person; group
or organization for whom the work is to be performed; the type of work to be
performed; and the proposed hours of work and approximate dates of employment.
The Employer will approve or disapprove any written request of an employee to
engage in outside activities as soon as possible, but no later than 10 workdays of the
Employer's receipt of the request.

B. Approval shall be granted unless there is a determination that the outside employment
is expected to involve conduct prohibited by statute or Federal regulation, including
5 C.F.R. Part 2635. If an employee wishes to dispute the Employer’s rejection of a
request to engage in outside employment, the employee may file a grievance in
accordance with Article 10, Grievance Procedure.



Section 41.03 Definition

For purposes of this Article, “employment” means any form of non-Federal employment
or business relationship involving the provision of personal services by the employee. It
includes, but is not limited to, personal services as an officer, director, trustee, general
partner, agent, attorney, consultant, contractor, employee, advisor, or teacher. It does not
include participating in the activities of a non-profit, charitable, religious, public service,
or civic organization unless such activities involve the provision of professional services
or are for compensation.



Article 42 Smoking

Section 42.01 Policy

It is the policy of the Employer to establish a smoke-free environment for Federal
employees and members of the public visiting or leasing Federal facilities. The smoking of
tobacco products is prohibited in or on all space owned, rented, or leased by the Employer
unless specifically designated otherwise.

Section 42.02 Smoking Areas

Smoking is defined as an activity involving any tobacco smoke. Smoking inside or
adjacent to facilities owned or controlled by DOE shall only be in designated smoking
areas. There are no designated smoking areas inside facilities owned and/or controlled by
DOE. Smoking areas outside facilities owned and/or controlled by DOE are identified by
the proximity of cigarette-butt receptacles or sand containers.

Section 42.03 Employee Responsibility

The Union agrees that employees using this open smoking area have a responsibility to
dispose of their smoking materials and other litter in the receptacles provided for that
purpose. Problems in this regard will be brought to the attention of the Union, which
agrees to cooperate with the Employer to resolve such problems.



Article 43 Parking Management

Section 43.01 Policy

To ensure that Employer-controlled parking facilities are operated in a manner responsive
to the needs of the Employer, and for the maximum benefit to the employees, assignment
of the Employer-controlled parking spaces will be in compliance with the national energy
conservation policies and the government-wide parking policies issued by 41 C.F.R.
Chapter 102 § 102 74.265 - 74.305.

Section 43.02 Open Parking

Open parking in the lot west of the Federal Building will include Rows D, E and 13
spaces in Row C.



Article 44 Duration and Termination

Section 44.01 Duration

This Agreement shall remain in full force and effect for the remainder of the terms as set
forth in the non-professional unit CBA, which is for three years from the date of the
Secretary’s signature or 30 days after the signature of the Parties, whichever date is
sooner. This Agreement shall automatically renew for a fixed period of one year unless
either Party gives written notice to the other Party not earlier than 180 days and not later
than 135 days prior to the termination date that the Party desires to terminate, amend, or
modify this Agreement.

Section 44.02 Negotiations

If either Party provides notice to terminate this Agreement or amend or modify this
Agreement, the Parties agree to exchange proposed ground rules for contract negotiations
no later than 115 days prior to the expiration of the present Agreement and further agree
to commence ground rules negotiations no later than 85 days prior to the expiration of the
present Agreement. The Party requesting to terminate, amend, or modify the Agreement
shall provide the other Party with the contract proposal prior to termination of the
Agreement or as otherwise agreed to in the ground rules.

Section 44.03 Automatic Extension

For purposes of negotiating a new CBA or renegotiating specific provisions of this
Agreement, as described in Section 44.02 above, the present Agreement shall
automatically be extended for a fixed period of one year following the expiration of this
Agreement. Any subsequent extension of the Agreement shall only occur through mutual
agreement of the Parties and not through automatic extension.



Article 45 Printing and Distribution Of Agreement

Section 45.01 Printing

The Employer agrees to provide the Union with two original, signed copies of the
complete Agreement. In addition, the Employer will provide the Union with eight copies
of the original signature page to the Agreement. Further, the Employer agrees to post an
electronic copy of the Agreement on the HRM Home Page within 30 days of the signing
of the Agreement.

Section 45.02 Announcement
The Employer and the Union agree that within 10 working days of the signing of this

Agreement the Parties will jointly issue a message to all RL/ORP employees regarding
the Agreement.



Article 46 Government Office Equipment and Information Technology

Section 46.01 Policy

The Employer and the Union agree government resources are provided to employees to
assist them in completing their daily responsibilities. Additionally, the Parties agree that
government resources are for authorized purposes and limited personal use of the
government office equipment by employees during non-work time (i.e., before/after an
employee's tour of duty or lunch break or while in a leave status) is an authorized use.
This limited personal use is permitted only if the use: does not interfere with official
business; does not violate the Standards of Ethical Conduct for Employees of the
Executive Branch; does not compromise information security in any way; does not
interfere with the mission or operations of the site or Department; or involves minimal
additional expense to the government. The use of government resources will be
administered in accordance with the requirements of the RL/ORP Appropriate Use of
Government Resources Policy, and amendments thereto.

Section 46.02 Misuse of Government Resources

Personal use of government resources is not an inherent employee right. It is a privilege
extended to employees to create a supportive work environment and, if abused, shall be at
a minimum, withdrawn. Corrective actions associated with the abuse of this privilege
will be carried out in accordance with Articles 36 and 37.



Appendix A Union Official Time Request

1. Union Representative’s Name:

2. Date Official Time is Needed:

3. Estimated Time Needed:

4. During Official Time, I can be reached at:

5. Trequest permission to leave my work site for the purpose of engaging
in Union representation activities as follows:

Payroll Code Reason
Hour Code and Reason Code
Check Appropriate Line Item

LN + BA Negotiations
LN + BD Labor Management Relations
LN + BK Grievance and Appeals

6. Union Representative’s Signature:

7. Date of Request:

8. Supervisor Approved: Supervisor Denied:

9. Reason for Denial:

10.Supervisor’s Signature:

11.Date:

Original: Timekeeper File
Copy: Labor Relations Officer
Copy: Union Representative



Appendix B Grievance Form

FIRST STEP GRIEVANCE

To: Date Submitted:
Labor Relations Officer

Date Mediator Names Provided to Parties:

Date Received by Second-Level Manager: (if applicable)
IDENTIFYING INFORMATION

1. Employee’s Name: Phone No:

2. Office Location: 3. Organization:

4. Job Title & Grade:

5. Date Incident/Action Occurred:

NATURE OF GRIEVANCE

On the date indicated in item 5 above, an incident/action occurred which I wish to grieve in accordance
with Article 11, Grievance Procedure. I met with my supervisor to discuss this issue on (date)

However, we were unable to reach resolution. I therefore elect to initiate a grievance at the First Step of
the Grievance Procedure. I allege that the following specific Article(s) and section(s) of the Agreement
and, if applicable, provisions of regulations and/or laws were violated:

Facts surrounding grievance:

(Use additional sheets as needed)
Personal relief desired:

(Use additional sheets as needed)

Check this box ONLY if you elect to represent yourself: |:|

Signature of Grievant or Union Representative Date

ACKNOWLEDGEMENT OF RECEIPT OF GRIEVANCE

Labor Relations Officer Signature Date




FIRST STEP GRIEVANCE RESPONSE

Following is my decision on this grievance:

|:| Check if attachments or continuation pages are included.

Signature of Supervisor Date

cc: Labor Relations Officer

ACKNOWLEDGEMENT OF RECEIPT BY GRIEVANT OR UNION REPRESENTATIVE

Signature Date




SECOND STEP GRIEVANCE

To: Date:

Second-Level Supervisor Submitted

I am submitting this Second Step Grievance because the response to the First Step Grievance was
unsatisfactory for the following reason(s):

|:| Check if attachments or continuation pages are included.

Signature of Grievant or Union Representative Date

ACKNOWLEDGEMENT OF RECEIPT OF SECOND STEP GRIEVANCE

Signature of Second-Level Supervisor Date

cc: Labor Relations Officer




SECOND STEP GRIEVANCE RESPONSE

Following is my decision on this grievance:

|:| Check if attachments or continuation pages are included.

Signature of Second-Level Supervisor Date

cc: Labor Relations Officer

ACKNOWLEDGEMENT OF RECEIPT BY GRIEVANT OR UNION REPRESENTATIVE

Signature of Grievant or Union Representative Date




Appendix C Ground Rules For Midcontract and Impact and
Implementation Negotiations

Section C.01 Purpose

This Appendix sets out basic procedures for negotiations over midcontract and 1&I
matters. The Parties agree that timely and efficient handling of such bargaining
obligations benefits the Union and its representation of Bargaining Unit employees and
benefits the Employer in its operation of the Agency.

Section C.02 Parties
RL/ORP (the Employer) and the Union.
Section C.03 Coverage

The applicable Bargaining Unit is set forth in the CBA, Article 1, Recognition and
Coverage, Section 1.02.

Section C.04 Notice

When a Party gives notice of an issue giving rise to midcontract or I&I bargaining under
Article 12, Midcontract Negotiations, of the CBA, the initial notice should be sent via
electronic mail (e-mail) and shall state the Party’s proposal, point-of-contact, and time
period for response. Normally, the time period for response will be two workdays. In
unusual circumstances; however, the Employer may provide a shorter time period for
response.

The Parties agree that when a Party provides notice of an issue, the Party will also
include a listing of proposed changes, if available, and other information available to that
Party regarding the proposed changes and the effect those changes might have on
employees. The Parties specifically agree that the Employer is not obligated to create an
analysis of the changes or effects, but if such an analysis is otherwise available, the
Employer will provide it to the Union.

Notices shall be provided to the e-mail box designated for the Union or the designated
labor management official as appropriate. The Union agrees to ensure that only
individuals who are authorized to bind the Union will respond to messages sent to the
Union e-mail box.



Section C.05 Response to Proposal
The response may be:

A. A waiver of 1&I bargaining rights;
B.  awritten counterproposal;

C. astatement that the receiving Party is unwilling to consider a proposal on an issue
covered by the CBA;

D. awritten request for more information; or

E. arequest for face-to-face negotiations shall be honored and shall proceed under
Sections 6 and 7 of this Appendix.

If the response is a written counterproposal, the receiving Party shall provide a written
counterproposal via e-mail or “hard copy” correspondence. This process may be
followed for up to three counterproposals, and if no agreement is reached, face-to-face
negotiations under Sections 6 and 7 are mandatory. The time period for response to a
counterproposal shall not exceed two working days or the time period provided for in the
original proposal, whichever is less.

The Parties agree that requests for information will be made as soon as practicable, but in
no case later than the two workday response time, and shall contain a statement of the
reasons why the requestor needs the information in order to perform its representational
duties. Requests for information shall not be used for the purpose of extending the time
periods for response to a notice of an issue.

The Parties further agree that if there is a need for an extension of the time periods set
forth in this Appendix, the Party requesting such extension will make that request as soon
as practicable, but in no case later than the two workday response time. The request for
extension of time shall be in writing via e-mail or “hard copy” correspondence and state
the reasons for the request. Unless there are unusual circumstances that prevent
reasonable extensions of time, the Parties agree that extensions shall be granted when
good cause is shown. If there is no response to a request for extension of time within

24 hours (excluding weekends, holidays and FWS alternate Fridays) of the request for
extension, the extension of time is deemed granted.

For the purpose of determining whether responses or requests for extension under this
paragraph are timely, the following shall apply. If the response or request for extension
of time is sent via e-mail, the determination of whether the response is timely will be
based on the date and time the e-mail was sent. If the response or request for extension
of time is provided via “hard copy” correspondence, the determination of whether the
response is timely will be based on the date and time the correspondence is received.



For the purpose of this Appendix, the time period for response commences the first full
workday after an e-mail notice or response is sent or “hard copy” correspondence is
received. In the event that an e-mail notice or response is sent or “hard copy”
correspondence is received after the close of business, it is deemed to be sent/received the
next workday, and the time period for a response or a request for extension of time
commences the next workday thereafter. For the purpose of this Appendix, the alternate
FWS Friday is not considered a workday and close of business is 5:00 p.m.

If there is no response to a proposal or counterproposal within the deadline and no
extension has been requested or granted, the proposal or counterproposal may be
implemented without further negotiations.

Section C.06 Non-Negotiability Procedures

The Employer agrees to inform the Union of non-negotiability at the earliest opportunity.
The Parties will make every reasonable attempt to resolve negotiability disputes through
discussion and possible re-phrasing of proposals.

The Union may make a written request for a formal statement of non-negotiability at any
time. The Employer will comply by providing written justification for the non-
negotiability assertion in accordance with Authority regulations. The Union may then
challenge the declaration through appropriate procedures.

Provided that proposals are not conditional to a negotiability issue, the Parties agree to
negotiate in good faith on remaining proposals.

If the Authority determines that the proposal is negotiable or if the Employer withdraws
its statement of non-negotiability after agreement has been reached on other parts of the
proposal, the Parties agree to negotiate the remaining item.

Section C.07 Face-to-Face Negotiations

If face-to-face negotiations are initiated, each Party shall designate no more than two
representatives, one of whom shall be designated as the chief negotiator. Where there are
unusual circumstances involving the issue to be negotiated, such as complexity or a need
for additional expertise, the Parties may mutually agree to designate more than two
representatives each. The designation of negotiators shall be made at the time a face-to-
face negotiation is invoked by the Party requesting such negotiations and by the other
Party within two working days of the invocation of negotiations. It is understood that
those designated as the chief negotiator shall have full authority to negotiate and bind
their respective Parties to the Agreement. Changes in these designations may be made at
any time by notifying the other Party via e-mail or by “hard copy” correspondence.



Section C.08 Negotiating Sessions

A.

Scheduling

If the Union’s initial response is to invoke face-to-face negotiations as allowed by
Section 5.E., that response shall include a written statement identifying items or
impacts for negotiation and a proposed agenda for the negotiations.

If the Employer’s initial response to a Union notice of an issue is to invoke face-to-
face negotiations as allowed by Section 5.E., that response shall include a proposed
agenda for the negotiations.

The face-to-face negotiating session shall be scheduled for a mutually agreeable
date and time (generally within two workdays and in no event more than five
workdays). If the matter is not resolved within a reasonable time (normally no
more than two hours) and a subsequent session is required, the Parties will
tentatively agree upon a date and time for any follow-up session, subject to release
from official duties, prior to adjournment. Scheduled sessions will only be canceled
if either chief negotiator is unable to attend because of an emergency and a
substitute is not available. Rescheduling will be by mutual agreement, subject to
release from official duties.

A. Location

Negotiating sessions will be held in mutually agreeable space located on the
Employer’s premises.

B. Order of Business

At the first formal negotiating session, either Party may agree to any or all of the
proposals tendered by the other Party, leaving only the remaining items to be
discussed. If agreement is not reached on any given item, it will be tabled and the
Parties will move to the next item. Either Party may declare an item tabled. Tabled
items will be reconsidered in order after the last item has been considered, unless
otherwise mutually agreed.

If mutually agreed, the Parties may ask a facilitator or mediator to assist with the
negotiations.



C. Caucus

Brief caucuses may be called by either chief negotiator to allow him/her to confer
privately with his/her associate(s). The chief negotiator calling a caucus may
choose to remain in the negotiating room while the other Party vacates or may elect
to leave the negotiating room and caucus elsewhere. Caucus time will generally be
limited to 15 minutes, but the Parties may mutually agree to additional time.

E. Records

There will be no audio or visual recordings or transcripts of any negotiating session.
However, either Party may keep detailed notes, as the Party deems necessary for its
own use.

Section C.09 Official Time

Official time for Bargaining Unit representatives is only available in accord with Article
7, Union Representation and Official Time, of the CBA.

Section C.10 Impasse

Should an impasse be reached during negotiations where neither Party is willing to
discuss an issue any further, the item will be tabled, and the previously described order of
consideration will continue. When agreement has been reached on all remaining items
and all impasse items have been identified, either Party may request assistance from the
Federal Mediation and Conciliation Service (FMCS).

The Employer and Union agree to give full consideration to the mediator’s efforts to
resolve any impasse. If mediation fails to resolve the matter, either Party may refer it to
the Federal Service Impasse Panel as specified in 5 U.S.C. § 7119 and implementing
regulations.

Section C.11 Agreement

When agreement is reached on an item, it will be initialed and dated by the chief
negotiators. Once negotiations are complete, the Employer will prepare a Memorandum
of Understanding (MOU) incorporating the items agreed upon by the Parties which the
Parties will sign and date. Unless mutually agreed otherwise, any MOU will have the
same duration as Article 44, Duration and Termination, of the CBA and shall become a
part thereof and placed in an Appendix to the CBA.



1. Introduction

2. Type of
Arrangement

3. Effective Date,
Termination,
and Duration

4. Duty Station

5. Alternate

Workplace
6. Your
Responsibilities
index2
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FLEXIPLACE AGREEMENT

This is an employment agreement between the U.S. Department of Energy (DOE)
and its employee, , for the purpose of specifying the terms and conditions
under which you will work at the alternate workplace, specified below, a site other
than your regularly assigned office location, the duty station specified below. This
Telecommuting Agreement is not an employee entitlement, does not change the
terms and conditions of your appointment, is not a substitute for child or other
dependent care arrangements, nor are you assured that this work option will continue
indefinitely. This arrangement is intended to be an additional method the
Department utilizes to accomplish work.

Regular Situational* Medical** (Mark the appropriate one)

* Situational: Duration not-to-exceed 2 weeks and Supervisor's signature of approval
** Medical documentation required

The proposed effective date of this agreement is to . Agreements may be
extended beyond the proposed termination date. Agreements scheduled for nine
months or more must be re-certified at least semi-annually from the effective date.
You may terminate this agreement at any time from the effective date by giving your
supervisor notice and returning to your duty station. To ensure that you are properly
accommodated at your duty station, you should provide at least two weeks notice of
your desire to terminate this agreement. Management has the right to terminate or
modify this agreement at any time, after reasonable notice.

Your official duty station is:

Your alternate workplace is:

Telephone number at alternate work station:

You will perform the work assignments agreed to with your supervisor in the time
frame discussed, to the extent that you have control over the completion of those
assignments. You will ensure that you have appropriate resources available or access
to them to perform those assignments at the alternate workplace. You will be
reasonably accessible during agreed upon work hours. You will safeguard DOE
equipment and records and use such equipment and records for official business only.
You will also safeguard, service, and maintain your equipment, if any, used to perform
your work at the alternate workplace. Your alternate workplace will be maintained in
a reasonably safe condition. You will keep your alternative workplace hazard-free and
normally free from distractions. You are bound by the Standards of Conduct of
Employees of the Executive Branch and DOE’s supplement thereto while working at
your alternate workplace.



7. Non-Work
Responsibilities

8. Time and
Attendance

9. Pay, Leave,
and Travel

10. Work
Assignment (s)
(List here or attach)

11. Management’s
Rights

12. Performance

13. Inspections
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Will you be responsible for minor children during your work hours? Yes ~ No
Will you be responsible for an adult dependent during your work hours? Yes  No

You will provide your timekeeper with a copy of your work schedule including days
and hours at your alternate work place. Normal rules and procedures apply for
authorizing, approving, earning, and using leave, overtime, credit hours, compensatory
time, time-off awards, etc. Your time and attendance must be reported to your
timekeeper in a timely manner and certified by your certifying official so there is an
accounting for all hours included in your agreed-upon work schedule. Your time and
attendance must be reported for the pay period indicating specified days and hours at
your official duty station and alternate workplace. Administrative dismissals are based
only on the workplace affected by the dismissal. You will obtain approval in advance
for any schedule change, including work that entitles you to overtime compensation,
training, and leave, except for unexpected leave situations.

Your pay, leave, and travel entitlements are based on your duty station. This
telecommuting agreement is not a basis for changing your salary and benefits.

Management has the right to terminate or modify this agreement at any time or alter
your agreed upon work schedule at any time when your supervisor determines that you
are needed at your duty station due to work demands, attendance at a meeting(s) or
training sessions(s), or other business reason.

Your performance will be evaluated based on the quantity and quality of your work
products, the progress on your assignments that you report, and any other appropriate
measures, such as timeliness, responsiveness to customer needs, accessibility, etc., that
your supervisor has communicated to you.

You are subject to a physical inspection of your workplace, equipment, and records
during normal working hours, upon reasonable notice, normally at least 24 hours in
advance. If you are suspected of a security violation, an inspection may be
unannounced, but during normal working hours.



14. Resources
Provided

15. Expenses

16. Liability

17. Effect of
Failure to
Fulfill the
Terms of This
Agreement

index2
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In the event that you do not have appropriate resources to accomplish your
assignments, then DOE may, subject to the availability of funds, provide necessary
equipment. If you have any problem with DOE supplied equipment or software,
notify your supervisor. If you utilize a laptop computer on an “as-needed” basis, you
are to follow your organization’s office procedures for checking it out and returning it
promptly when finished. If you provide any resources, you do so at your expense,
unless specifically authorized herein or otherwise in writing. Upon termination of this
telecommuting agreement, you must return all DOE supplies and resources or notify
your supervisor to make arrangements for returning them within three workdays.

If you need a government calling card for business-related long distance calls and if
you don’t already have one, complete the Calling Card Request Form (Site Form A-
6002-480).

You may be reimbursed for expenses pre-approved by your supervisor. To be
reimbursed, you must submit an SF-1164, Claim for Reimbursement for Expenditures
on Official Business, with a copy of your expenses, through your supervisor.

DOE will normally not be responsible for any additional operating costs, such as home
maintenance, insurance, or utilities that are associated with your using your home as
the alternate workplace.

You assume full responsibility for any damage to your personal or real property that
may occur as a result of your working at your alternative workplace, except to the
extent that DOE is held liable by the Federal Tort Claims Act or the Military
Personnel and Civilian Employees Claims Act. If you are injured during your
authorized hours of work while actually performing official duties at your alternative
workplace, you are generally covered by the Government’s Workers” Compensation
Program. You must notify your supervisor immediately of any accident or injury that
occurs at the alternate workplace and complete any required forms. DOE may
investigate such a report immediately.

This agreement will be terminated if you fail to fulfill its, or any amendment to its,
terms. Termination for reasons of misconduct or failure to protect equipment, records,
and/or data may result in disciplinary action and/or suspension or revocation of your
security clearance, if appropriate.



18. Certification

index2
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I hereby certify that I have read and understood the terms and conditions of this
agreement. [ also understand that the above information is accurate as of this date, but
that applicable policies and guidelines may change or be added without amending this
agreement accordingly. In the event of such changes, I agree that this agreement will
be subject to them.

Employee Date



19.

1.

10.

11.
12.
13.
14.

15

21

Self-Certification Safety Checklist Yes

Are temperature, noise, ventilation and lighting levels adequate for maintaining your
normal level of job performance?

Are all stairs with four or more steps equipped with handrails?

Are all circuit breakers and/or fuses in the electrical panel labeled as to intended
service?

Do circuit breakers clearly indicate if they are in the open or closed position?

Is all electrical equipment free of recognized hazards that would cause physical harm
(frayed wires, bare conductors, loose wires, flexible wires running through walls,
exposed wires to the ceiling)?

Will the building’s electrical system permit the grounding of electrical equipment?
Are aisles, doorways, and corners free of obstructions to permit visibility and
movement?

. Are file cabinets and storage closets arranged so drawers and doors do not open into

walkways?

Are chairs free of any loose casters (wheels) and are the rungs and legs of the chairs
sturdy?

Are the phone lines, electrical cords, and extension wires secured under a desk or
alongside a baseboard?

Is the office space neat, clean, and free of excessive amounts of combustibles?

Are floor surfaces clean, dry, level, and free of worn or frayed seams?

Are carpets well secured to the floor and free of frayed or worn seams?

Is there enough light for reading?

. Is your chair adjustable?
16.
17.
18.
19.
20.

Do you know how to adjust your chair?

Is your back adequately supported by the backrest?

Are your feet on the floor or fully supported by footrest?

Are you satisfied with the placement of your monitor and keyboard?
Is it easy to read the text on your screen?

. Do you need a document holder?
22.
23.
24.
25.
26.
27.

Do you have enough legroom at your desk?

Is the screen free from noticeable glare?

Is the top of the screen eye level?

Is there space to rest the arms while not keying?

When keying, are your forearms close to parallel with the floor?
Is your wrist fairly straight when keying?

Employee’s Signature Date

Supervisor’s Signature Date

index2
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No



20. Telecommuting Screen Out Criteria Yes No
a. Is frequent face-to-face contact with clients/coworkers vital in order to complete this

project?

b. Is frequent supervisory review, while work is in progress, required as a routine part

of this job?

c. Are there security or technical reasons prevent information from being used at the
alternate duty station, which is needed to perform the work effectively?
d. Is most recent performance rating Marginal or Unacceptable?
e. Are there dependent children or adults who will be at the alternate duty station during
the times the employee is scheduled to work AND may require the attention of the
employee during these times?
f. Are there any other kinds of disturbances, which would distract the employee from
performing his/her work at the alternate duty station?
Answering YES to any of the above questions will normally eliminate a person from consideration in the
telecommuting program. Provide explanation below if employee is screened out on one or more criteria and is
still being recommended for the telecommuting program.

Immediate Supervisor Date

21. Regular or Medical Approvals (If you are requesting a regular or medical telecommuting agreement,
please obtain the signature of your second-level supervisor.)

Approve
Disapprove (Provide Reason: )

Second-Level Supervisor Date

22. Submit to HRM Representative (Provide all original agreements to your HRM Representative.

This request meets the criteria of the program.

index2
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HRM Representative Date



Appendix E Union Reorganization Notification

Reason for Reorganization:

. Names, position titles, and grades of affected Bargaining Unit positions

Mission and function statements attached

Yes No None Exist

Staffing charts for existing and proposed organization, identifying known
vacancies in the new organization

Proposed implementation schedule

Proposed employee notice(s)

. Appendix (relocation) attached: Yes Not necessary



Appendix F Union Relocation Notification

1. Reason for relocation:

2. Names, position titles, and grades of affected Bargaining Unit positions and the
supervisor(s):

3. Current location schematic attached: Yes No If no, state reason and
when information will be available.

4. Proposed location schematic attached: Yes No If no, state reason and
when information will be available.

5. Implementation schedule

Proposed written employee notice(s) attached: Yes No If no, state reason
and when information will be available.




APPENDIX G
MEMORANDUM OF UNDERSTANDING

Between
AFGE, Local 788 (Union)
and
DOE Richland Operations Office (RL) and Office of River Protection (ORP)
(Management)

Issue: Random Drug Testing Procedures and Expansion of the Testing Pool

Background: Upon being notified on August 16, 2007, by Management of
changes resulting from the implementation of Department-wide random drug
testing procedures and expansion of the testing pool to include all positions
requiring a “Q” or “L” security clearance, the Union filed a Union grievance on
August 23, 2007, indicating multiple reasons for objection to the new procedures
due to potential adverse impact to Bargaining Unit (BU) members. Management
and Union officials met on several occasions to discuss potential impact to BU
members and whether to attempt mediation of the issues. No resolution was
reached. The Union indicated its desire to engage in Impact and Implementation
(I1&l) bargaining over the implementation of the random drug testing procedures
and expansion of the testing pool. An I&l meeting was held on September 16,
2008. Multiple issues were raised. On May 7, 2009, the Union was provided
with a document outlining all the issues raised in the September 16 meeting with
corresponding Management responses to each issue. On May 11, 2009, the
Union responded that “further negotiations were mutually suspended to allow
Management additional time to contact/supply the Union information concerning
how local implementation would be accomplished by Management.” A visit by
the Union President to the local testing site was accomplished. The Union was
provided with copies of the Statement of Work and contract with Pembrooke
Occupational Health and Department of Interior National Business Center.
Pembrooke provides drug and alcohol collections, including monthly reports,
chain of custody forms, and transportation of collection kits/supplies to collection
sites and return of specimens to testing lab.

In accordance with the Collective Bargaining Agreement between the two parties,
Article 12, Midcontract Negotiations, and Appendix C, Ground Rules for
Midcontract and Impact and Implementation Negotiations, Section C.11,
Agreement, this Memorandum of Understanding (MOU) “will have the same
duration as Article 44, Duration and Termination, of the CBA, and shall become a
part thereof and placed in an Appendix to the CBA.”

The following is the Memorandum of Understanding regarding how local
implementation of the Department-wide random drug testing procedures and
expansion of the testing pool will be carried out at RL and ORP.



Collection of Random Test Sample

1. A BU employee may have a Union representative accompany him/her to
the drug testing site (presently, Lourdes Occupational Medicine Clinic in
Pasco); however, the testing procedures prohibit anyone but the individual
being tested to be in the collection stall itself, unless it is an observed
specimen collection. If it is an observed specimen collection, a BU
employee may choose to have a Union representative present as an
observer, in addition to the observer from the drug testing site.

2. Specimen sample collection procedures are posted at the testing site.
The employee is asked to read the procedures prior to providing the
specimen sample and will be required to follow them.

3. At the time of testing, the employee is given information regarding the
chain-of-custody requirements prior to actually providing the specimen;
following the specimen collection, the employee has "eyes on" the
specimen container through the process of sealing and labeling the
tamper-evident seal to the container. The chain of custody procedures
are incorporated into the Federal Drug Testing Custody and Control Form
(Atch 1).

4. In the event of an “observed specimen sample collection,” the employee is
entitled to an observer of the same sex.

5. The testing site provides a locked cabinet for the purpose of storing the
employee's personal effects during the specimen collection procedure.
The employee receives the key during the specimen collection procedure.

6. Once the employee properly provides a required specimen following
random selection, he/she will not be required to submit a replacement
specimen unless Management again meets all notice and procedural
requirements specified in the Collective Bargaining Agreement and/or the
US Department of Health and Human Services SAMHSA (Substance
Abuse and Mental Health Services Administration) Mandatory Guidelines
for Federal Workplace Drug Testing Programs (Atch 2) if the original
sample is lost, mishandled, or the test resuits are in any other way
invalidated through no fault of the employee. However, should a mistake
occur (i.e., a sample is lost, mishandled, etc.), the employee will still be
required to meet the Testing Designated Position (TDP) requirements.

7. An employee’s previously scheduled leave will not be cancelled because
an employee is subsequently directed to report for a random drug test.
Before being returned to the random testing pool, the Drug Program
Coordinator (Linda Yorgensen, HRM) will coordinate with the employee's



supervisor to determine the times the employee may be absent from the
workplace, even if that may be for 30 days or more.

8. Arandom drug test specimen collection from an employee will be
conducted as required by the US Department of Health and Human
Services mandatory guidelines as stated in Section 2.2f(4), Specimen
Collection Procedures, Subpart B of the Federal Register/Vol. 69, No. 71,
page 19656; the SAMHSA Mandatory Guidelines for Federal Workplace
Drug Testing Programs; and.in accordance with DOE O 3792.3, Drug-
Free Federal Workplace Testing Implementation Program, Chapter |,
paragraph 6.

9. A copy of the Thirty-Day Advance Notice of Random Drug Testing
memorandum (Atch 4) will be provided to individual employees who -
occupy a Testing Designated Position.

10. A copy of the Desk-Top Process for Administering DOE Substance Abuse
Program Testing is attached to this MOU (Atch 5).

11. A copy of the SAMHSA Mandatory Guidelines for Federal Workplace
Drug Testing Programs may be found at:
http://www.workplace.samhsa.gov/iFedPgms/Fed DFWP.aspx .

Medical Review Officer (MRO) Interview

1. The MRO must contact the donor and interview the donor when the
donor's specimen is reported by the laboratory as non-negative (i.e.,
positive, adulterated, substituted, invalid).

2. The MRO must inform the donor, prior to-obtaining any additional
information, that confidential medical information provided during the
review process may be disclosed to the Federal agency.

3. The MRO will provide written documentation of a non-positive drug test to
the Department. Locally, the Drug Program Coordinator will provide the
MRO's written documentation to the BU employee and his/her supervisor.
The MRO may conduct a telephonic interview with the employee and will
indicate at that time whether additional medical documentation is required
and how the employee may provide it.

4. The MRO Interview is conducted in accordance with the SAMHSA MRO
Manual dated November 1, 2004 (Atch 6). A copy may be found at:
_ http://www.workplace.samhsa.gov/DrugTesting/Level 1 .Pages/HHS%20
MRO%20Manual%?20(Effective%20November%201,%202004).aspx .




a. The MRO must attempt contact with the donor as soon as possible
after receiving the non-negative report (usually within 24 hours). The
MRO copy of the Federal Drug Custody & Control Form will contain
daytime and evening telephone numbers for the donor.

b. The MRO establishes guidelines as to what constitutes a reasonable
effort to contact a donor. All attempts made to contact the donor must
be documented.

c. Ifthe MRO, after making all reasonable efforts, has been unable to
contact the donor within 14 days after the date on which the MRO
received the test result from the laboratory:

(1) The MRO must inform the Federal agency of his or her inability
to contact the donor.

(2) The MRO must not reveal the test result or any information
about the drug test.

d. The Federal‘ agency must:

(1) Confidentially direct the donor to contact the MRO within 5 days,
and

(2) Inform the MRO that the donor has been directed to contact the
MRO or that the Federal agency was unable to contact the
donor.

5. The MRO may verify a test result without having communicated directly
with the donor (i.e., a non-contact determination) for the following reasons:

a. The donor expressly declines the opportunity to discuss the test result,
or

b. The Federal agency has contacted the donor and instructed the donor
to contact the MRO, but the donor has not contacted the MRO within 5
days after being contacted by the Federal agency.

6. The MRO will take action based on the donor's responses in the review.

a. If the donor admits use of an illegal drug consistent with the test results
or admits that he or she tampered with the specimen, the MRO will
advise the donor that the test result will be reported to the Federal
agency.



b.

If the donor does not admit use of an illegal drug or specimen
tampering, the MRO will ask the donor if there is any possible medical
explanation for the test resulit:

(1) If the donor provides a possible medical explanation (e.g., claims
that a positive result was due to a legally prescribed medication or
that the drug use was associated with a valid medical procedure),
the MRO will require the donor to provide appropriate supporting
documentation within a specified time.

(a) If the donor claims to have taken a prescribed medicine that

contains either the drug reported positive or a substance that can

metabolize to that drug, the donor must provide one of the

following:

o A copy of the prescription,

o The medicine container with the appropriately labeled
prescription (or the label from the container), or

o A copy of the medical record documenting the valid medical use
of the drug during the time of the drug test.

(b) The MRO may contact the prescribing physician or the
pharmacist who filled the prescription to verify the information
provided by the donor.

(c) If the donor has been taking a prescription medication that
contains a drug with a high potential for abuse over a long period,
there must be appropriate justification for the long term use. The
MRO must contact the prescribing physician to express concern
that the continued use of the medication may present a significant
safety problem for the donor while on the medication.

(d) State laws that make available to an individual a variety of illicit
drugs by a physician's prescription or recommendation do not make
the use of these illicit drugs permissible under the Federal Drug-
Free Workplace Program. The use of any substance included in
Schedule | of the Controlled Substance Act, whether for non-
medical or ostensible medical purposes, is considered a violation of
Federal law and the Federal Drug-Free Workplace Program. The
MRO must not accept a prescription or the verbal or written
recommendation of a physician for a Schedule | substance as a
valid medical explanation for the presence of a Schedule | drug or
metabolite in a Federal employee/applicant specimen.

(2) If the donor has no valid medical explanation for the result, the
MRO will advise the donor that the test result will be reported to the
Federal agency.



(a) For positive, substituted, or adulterated resuits: The MRO will
inform the donor that he or she may have the specimen retested at
a second certified laboratory. The retest request must be made
within 72 hours of the interview with the MRO. (Note that donors
are not allowed to request retesting of specimens reported as
invalid.).

(b) One of the purposes for a donor interview is to allow a donor
the opportunity to provide an alternative explanation for a non-
negative drug test result. For the explanation to be accepted, the
donor must provide acceptable supporting documentation to the
MRO. If the alternative explanation for a positive, adulterated, or
substituted result is acceptable and supported by documentation as
outlined below, the MRO must verify the result as negative.

Mutually Agreed Upon Issues

1. Employees are entitled to government transportation to and from the
testing facility if requested. Supervisors are responsible to ensure
employees identified to participate in a random drug test are provided a
means to travel to and from the drug testing facility in a timely manner for
the scheduled appointment.

2. A BU employee may have a Union representative present at a meeting
with security personnel regarding a non-negative test.

3. A BU employee may have a Union representative present at a meeting
with the supervisor concerning a non-negative test.

4. Employees are informed of their Weingarten rights annually. A statement
is added to the employee 30-day notice memorandum notifying
employees of their right to representation.

5. The employee may discuss his/her concern with the supervisor of the
position regarding termination of a security clearance because the position
does not require a security clearance. However, the supervisor, in
coordination with Security & Emergency Services personnel, makes the
final determination of whether the duties of the position require a security
clearance. If an employee disagrees with the supervisor's determination,
he/she may file a grievance. Hanford Clearance
Justification/Recertification Form #5631.6 may be completed and
submitted to the Security and Emergency Services office.

6. The classes of drugs tested for are: marijuana (THC metabolite), cocaine,
amphetamines, opiates (including heroin), and phencyclidine (PCP). The

\



classes of drugs tested for are identified in the body of the employee 30-
day notice memorandum,

7. ltis agreed between the parties that if Management prepares local
guidelines for supervisor use concerning random drug testing procedures
- and expansion of the drug testing pool, the Union (both units) will be
provided a copy.

8. When an employee participates in a “voluntary” AdvanceMed Hanford
' annual physical, but declines to participate in a “voluntary drug screening’
through AdvanceMed, the employee’s election not to participate in
voluntary drug testing shall not be utilized by Management in any
personnel or security action, including profiling as a potential drug user.
An employee's participation in a voluntary AdvanceMed Hanford annual
physical is confidential between the employee and the provider.

¥

9. Confirmed non-negative test results will be dealt with in accordance with
- DOE O 3792.3, Drug-Free Federal Workplace Testing Implementation

Program, Chapter lll, Dealing with Test Results; procedures described in
the Desk-Top Process for Administering DOE Substance Abuse Program
Testing; and the 30-Day Advance Notice of Random Drug Testing
memorandum. A bargaining unit employee has the right to file a
grievance in accordance with the negotiated grievance procedure, and to
appeal through available applicable appeal avenues.

10. Alcohol testing is not required at this time for employees who are assigned

 to positions that require a “Q”" or “L” security clearance. However, if an
employee is assigned to a position included in the Human Reliability
Program or to a position that requires a Commercial Driver’s License,
alcohol testing is required, as stated in the Desk-Top Process for
Administering DOE Substance Abuse Program Testing guidance.

Atchs )

1. Federal Drug Testing Custody and Control Form

2. US Department of Health and Human Services SAMHSA Mandatory
Guidelines for Federal workplace Drug Testing Programs

3. DOE 0O 3792.3, Drug-Free Federal Workplace Testing Implementation
Program

4. Thirty-Day Advance Notice of Random Drug Testing Memorandum -

5. Desk-Top Process for Administering DOE Substance Abuse Program Testing
6. SAMHSA MRO Manual, November 1, 2004


http://www.workplace.samhsa.gov/federal.html
http://www.workplace.samhsa.gov/DrugTesting/pdf/HHS-MRO-Manual-2004.pdf

Federal Substance Abuse Testing Program

Memorandum of Understanding, April 22, 2015

Purpose

This MOU is a result of the Impact and Implementation (I1&!) bargaining between AFGE Local
788 and Management Representatives over the implementation of the Department’s Federal
Substance Abuse Testing Program, DOE Order 343.1.

With the signing of this MOU, the Union has agreed to support implementing the Order. This
MOU does not replace the existing MOU (Appendix G of the current CBA), but rather
supplements it. This agreement also authorizes minor changes to the existing MOU (Appendix
G) to update the applicable DOE Order number and other minor administrative updates.

There are two sections to this MOU. The first is the agreed action, and the second provides a
summary of the areas that were discussed.

Agreed Action and Definition:

A. The Union requested and Management agreed to provide the following link to
management officials to provide a resource to assist in determining whether an
employee may be impaired (while the title refers to alcoholism, OPM refers to this
guide generally for substance abuse symptoms):
http://www.opm.gov/policy-data-oversight/worklife/reference-materials/alcoholism-
in-the-workplace-a-handbook-for-supervisors/#Signs

B. Further, it was determined after consultation that “Head of Departmental Element or
designee” refers to the RL or ORP Manager, respectively.

Discussion/Context

Following is the list of topics identified by the Union for 1&! Bargaining and the jointly-approved
summary. Many of the topics below are fixed by the issue of the New DOE Order and are not
subject to implementation bargaining. Others are already addressed in the existing MOU
(Appendix G).

1. The new order has a biennial notice to all employees (previously it was annual). This was
determined to refer to a one-time Agency-level communication to all employees and
outside the scope of local negotiations. The responsible Agency proponent is responsible
for the announcements (via DOE cast or similar vehicle).



2.

10.

Individual One-Time notice — The 30 day notice is the same as before for affected individual
staff. However, the previous 60 day notice to all employees was eliminated.
No change to the MOU is required.

The new DOE order refers to test guidelines in other documents; the old order had testing
details in it (colored water, no sink, etc.).

No change to the MOU is required. Details of testing are already covered by the current
MOU.

New order requires employee to acknowledge receipt of the notice in writing. Not required
in the old order.

No change to the MOU is required. This is already covered by the current MOU, and it is a
requirement of the new DOE Order.

Alcohol testing is now included (was not in the old order).
No change to the MOU is required. This is a requirement of the New DOE Order. Alcohol
testing is already covered by the current MOU.

Positive test results will be shared with supervisors. (Not shared in the old order —so this is
a change).
No change to the MOU is required. This is a requirement of the New DOE Order.

Details of follow up testing are now for a minimum of 12 months.
No change to the MOU is required. This is a requirement of the New DOE Order.

Testing may now be required after a reportable accident on official duty. This was not a
previous requirement.
No change required.

Testing as a result of reasonable suspicion —the new DOE order no longer has specific
criteria for reasonable suspicion, which were supposed to be in the federal Personnel
Manual (FPM) per the old order. The FPM has been cancelled.

Union requested that the following link be provided to management officials to provide a
resource to assist in determining whether an employee may be impaired:
http://www.opm.qgov/policy-data-oversight/worklife/reference-materials/alcoholism-in-
the-workplace-a-handbook-for-supervisors/#Signs. Further, it was determined after
consultation that “Head of Departmental Element or designee” refers to the RL or ORP
Manager, respectively.

New order clarifies that a return to duty test is an ‘observed collection.” Someone watches.
Details of implementation are already addressed in the MOU. No change to the MOU is

required.



11.

12.

13.

14,

15.

16.

17.

18.

Return to sensitive duties involving a security clearance is not covered by this order —and
there are no criteria other than a “decision by the cognizant personnel security office.”
This is an observation. No change to the MOU is required.

Required training for local substance abuse program coordinators is not defined. Yet this
person is the “designated employee representative” — receiving test results.
This is an observation. No change to the MOU is required.

The medical review officer is no longer required to be an MD (was required in the old
order).

A check of the SAMHSA MRO Manual at http://www.workplace.samhsa.gov shows an
MRO is a licensed physician holding either a Doctor of Medicine (M.D.) or Doctor of
Osteopathy (D.0.) degree. The detail was removed from the Order.

Training for breath alcohol technicians is not specified.
This is an observation. No change to the MOU is required.

Illegal drugs are referred to the US code so you have to hunt. The old order had a specific
list.

The list is established by the new DOE Order so is not open to 1&1 bargaining. No change
to the MOU is required.

Reasonable suspicion has a poor definition.
An action to amend the MOU was requested as a result of this item and item 9.

Need Federal clarification on marijuana use—currently legal in Washington State for
recreational use. No change to the MOU is required. That marijuana use is not legal for
federal employees was previously addressed nationally.

The new DOE Order does not address “Fitness for Duty” requirements
This is an observation. No change to the MOU s required.



19. How DOE will identify position categories for Drug Testing positions is not clearly defined in

the new DOE Order.
No change to the MOU is required. The existing MOU contains an agreement that any

local guidelines for supervisor use concerning random drug testing procedures and an
expansion of the drug testing pool will be shared with the Union.

Signatures Redacted



Standard Form 1187
Revised March 1989
U.S. Office of Personnel Management

REQUEST FOR PAYROLL DEDUCTIONS
FOR LABOR ORGANIZATION DUES

Privacy Act Statement

Section 5525 of Title 5 United States Code (Allotments and Assignments of
Pay) permits Federal agencies to collect this information. This completed form
is used to request that labor organization dues be deducted from your pay and
to notify your labor organization of the deduction. Completing this form is
voluntary, but it may not be processed if all requested information is not
provided.

This record may be disclosed outside your agency to: 1) the Department of the
Treasury to make proper financial adjustments; 2) a Congressional office if
you make an inquiry to that office related to this record; 3) a court or an
appropriate Goverminent agency if the Government is party to a legal suit; 4) an
appropriate law enforceinent agency if we become aware of a legal violation;

5) an organization which is a designated collection agent of a particular labor
organization; and 6) other Federal agencies for management, statistical and other
official functions (without your personal identification).

Executive Order 9397 allows Federal agencies to use the social security number
(SSN) as an individual identifier to avoid confusion caused by employees with
the same or similar names. Supplying your SSN is voluntary, but failure to
provide it, when it is used as the employee identification number, may mean that
payroll deductions cannot be processed.

Your agency shall provide an additional statement if it uses the information
furnished on this form for purposes other than those mentioned above.

1. Name of Employee (Print or Type-Last, First, Middle)

2. Employee Identification Number (SSN or Other)}

3. Timekeeper Number

4. Home Address (Street Number, City, State and ZIP Code)

5. Name of Agency (Include Bureau, Division, Branch or Other Designation)

Name of Labor Organization (Include Local, Branch, Lodge or Other Appropriate Identification)

I hereby certify that the regular dues of this organization for the above
named member are currently established at § per

(biweekly pay period) WEmeReEEmR®T- (Strike out whichever period is
not appropriate, based on arrangement with the employee's agency.)

Signature and Title of Authorized Official

Date (Month, Day, Year)

Section B-Authorization By Employee

1 hereby authorize the above named agency to deduct from my pay each
pay period, or the first full pay period of each month, the amount
certified above as the regular dues of the (Name of Labor Organization):

and to remit such amount to that labor organization in accordance with
its arrangements with my employing agency. I further authorize any
change in the amount to be deducted which is certified by the above
named labor organization as a uniform change in its dues structure.

1 understand that this authorization, if for a biweekly deduction, will
become effective the pay period following its receipt in the payroll office

of my employing agency. 1 further understand that Standard Form 1188,
Cancellation of Payroll Deductions for Labor Organization Dues, is available
from my employing agency, and that 1 may cancel this authorization by filing
Standard Form 1188 or other written cancellation request with the payroll office
of my employing agency. Such cancellation will not be effective, however, until
the first full pay period which begins on or after the next established cancellation
date of the calendar year after the cancellation is received in the payroll office.

Contributions or gifts (including dues) to the labor organization shown at left are
not tax deductible as charitable contributions. However, they may be tax
deductible under other provisions of the Internal Revenue Code.

Signature of Employee

Date (Month, Day, Year)

FOR COMPLETION BY AGENCY ONLY- The above named employee and labor organization meet the requirements for YES NO

dues withholding. (Mark the appropriate box. If "YES", send this form to payroll. If "NO", return this form to the labor

organization.)

1-Agency Copy

2-Labor Organization Copy

3-Employee Copy



Standard Form 1188 CANCELLATION OF PAYROLL DEDUCTION

Ofton of Poraamar * FOR LABOR ORGANIZATION DUES

Management
FPM Chapter 550

Privacy Act Statement
Section 5525 of Title 5, United States Code (Allotments and Assignments of Pay) permits Federal agencies to collect this
information. This completed form is used to stop labor organization dues from being deducted from your pay and to notify
the labor organization that the dues will be no longer deducted. Completing this form is voluntary but it may not be
processed if all requested information is not provided.

This record may be disclosed outside your agency to 1) The Department of Treasury to make proper financial
adjustments; 2) A congressional office if you make an inquiry to that office related to this record; 3) A court or an
appropriate government agency if the Government is party to a legal suit; 4) To an appropriate law enforcement agency if
we become aware of a legal violation; 5) an organization which is a designated collection agent of a particular labor
organization; and 6) other Federal agencies for management, statistical and other official functions (without your personal
identification).

Executive Order 9397 allows Federal agencies to use the Social Security Number (SSN) as an individual identifier to avoid
confusion caused by employees with the same or similar name. Supplying your SSN is voluntary, but failure to provide it,
when it is used as the employee identification number, may mean that this payroll action cannot be processed.

You agency shall provide an additional statement if it uses the information furnished on this form for purposes other than
those mentioned above.

1. Name of Employee (Print — Last, First, Middle) 2. Employee I.D. Number (Social Security or other)
3. Agency Name (Include Bureau, Division, Branch or other Designation) 4. Timekeeper Number
5. Name of Labor Organization 6. *Cancellation Date (Completed by agency only)

| hereby cancel my authorization of dues for the above labor organization from my pay* | understand that this cancellation
will become effective on the full pay period which begins on or after the next established cancellation date (Indicated
above) after this request is received in my agency payroll office.

7. Signature of Employee 8. Date (Month, Day, Year)

(Submit copies 1 & 2 to the agency payroll office. Copy 1 is retained for payroll records and copy 2 is forwarded by the
payroll office to the labor organization in accordance with the arrangement between the agency and the labor organization.
Copy 3 is retained by the employee.)



EMPLOYEE RECOGNITION & AWARDS PROGRAM PLAN
RICHLAND OPERATIONS OFFICE AND OFFICE OF RIVER PROTECTION

Purpose:

The Department of Energy, Richland Operations Office (RL) and the Office of River
Protection (ORP) recognize the importance of employees' contributions to the success of
its mission at the Hanford Site. Employee actions that improve the performance in the
areas of safety, environmental excellence, quality of work, leadership, teamwork,
customer satisfaction, and cost effectiveness are the keys to our success. The
Recognition and Awards Programs is intended to recognize employee contributions and
successes that are linked to job performance excellence and the continuous improvement
objectives of RL and ORP. Additionally, the recognition program is designed to
recognize employee performance in the immediate time frame of the activities involved,
such that maximum peer exposure to excellent performance and continuing improvement
can be achieved.

Scope of the Program:

RL/ORP employees are eligible for recognition and awards under this Program Plan.
RL/ORP utilize a very active Recognition and Awards Program to recognize employees
for special contributions, either individually or for group efforts, in connection with or
related to official employment. This Program may also be used to recognize Federal
employees outside of RL/ORP who have contributed to the success of RL/ORP's mission.

Recognition:

Recognition is given with monetary and informal honorary incentives. Criteria
reinforcing the quality work ethic are used in the recognition programs, i.e., Teamwork,
Improved Processes, Customer Satisfaction, Environmental Excellence, Leadership, Cost
Savings, and Safety. An employee may receive multiple recognition and awards
throughout the year, but employees should not be recognized twice for the same
accomplishment. In the event recognition was given by one office and later determined
that the recognition was inadequate, the additional recognition will be reduced by the
earlier dollar value if a monetary award was given. Additionally, a combination of
awards may be used for a single recognition ensuring that the awards are commensurate
with the accomplishment.

H:/Recognition/RL & ORP Recognition & Awards Program Plan Page 1 0f 10
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Nomination Process:

I.

9]

Submitter prepares a Recognition Form, which should include a brief description of
the contribution and resulting benefits. The form should be completely filled out and
signed by the submitter's supervisor (authorizing the funds from that division).
Submitter brings the completed form to the Awards Administrator, Rm. 100, Federal
Building, for processing.

Submitter chooses an award item from the merchandise in stock and is given a
personal Thank You card.

Submitter presents the award and card to the recipient ASAP.

Recipient can exchange the award item only once and has one week to complete the
exchange, if desired, and should contact the Recognition Store to arrange for pickup
and delivery if transportation to the Federal Building is inconvenient.

SAFE BUCK PROGRAM:

AS

afe Buck award may be granted by a management official to an RL/ORP employee or

other Federal employee outside of RL/ORP who has demonstrated a high degree of safety
awareness, i.e., proactively recognizes and resolves safety issues; goes the "extra mile" to
support/promote safety initiatives; attends more than the required safety training; assists
in safety related issues out of the workplace. Supervisors are issued Safe Buck Coupon

boo

ks at the beginning of each fiscal year.

Nomination Process:

1.

Authorized Manager/Supervisor presents the Safe Buck coupon to the recipient. The
coupon must be filled out completely with pertinent background information attached
to the coupon.

2. Recipient must redeem the coupon at the Recognition Store prior to the expiration
date stamped on each coupon.

3. Recipient chooses an award item from the merchandise in stock. Exchanges are not
allowed.
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The Recognition and Awards Program consists of the following categories:

Thank You Program

Safe Buck Program

Time Off

Certificate of Appreciation
On-the-Spot

Suggestion Program
Invention/Patent Program
Airline Savings Program
Length of Service Program
Special Act or Service Award

THANK YOU PROGRAM:

An informal honorary award initiated by an RL or ORP employee which is granted to
either an RL/ORP employee, group of employees, or other Federal employee(s) outside
RL/ORP. Recognition is for a specific contribution related to official employment. The
Recognition form can be initiated by an RL or ORP employee and approved by the
submitter's authorized supervisor. Completed forms are brought to the Recognition
Store, where the submitter will choose an appropriate award item. A selection of award
items are available in the Recognition Store located in the Federal Building, Rm. 100,
between the hours of 7:30-4:00 p.m.

The recipient's action must meet specific criteria to receive a Thank You. Two categories
are established to identify these actions. If an employee's ACTION affects their TEAM,
DIVISION, and/or ANOTHER EMPLOYEE, the recipient would receive a SILVER
award. If the ACTION impacts the ASSISTANT MANAGER, RL/ORP AS A WHOLE,

and/or HQ level, the recipient would receive a GOLD award.

SILVER AWARD EXAMPLE:

If an employee was on vacation for a week and another employee acted on his/her behalf
during that absence, the acting employee could be nominated for a silver award (the
action was one employee assisting another employee).

GOLD AWARD EXAMPLE:

If an employee had to pull together a report for an Assistant Manager to present to HQ
personnel and that report required gathering information from each division within the
Assistant Manager's organization, the employee could receive a GOLD award (the action
would be retrieving information to present to HQ from each division).

H:/Recognition/RL & ORP Recognition & Awards Program Plan Page 2 0f 10
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TIME OFF:

A nonrmonetary award initiated by an RL or ORP employee which is granted to either an
RL/ORP employee, group of employees, or other Federal employee(s) outside RL/ORP.
The contribution recognizes a superior accomplishment or other effort that contributes to
the quality, efficiency, or economy of Government operations. Awards may be granted
for one hour up to 40 hours per contribution. Employees may receive up to 80 hours in a
52-week period and have 52 weeks from receipt of the award to take advantage of the
time off.

An informal honorary award initiated by Recognition is for a specific contribution related
to official employment.

Nomination Process:

1. Submitter completes a Time-Off Nomination Form, including a description of the
contribution, date of achievement, and resultant benefits. The submitter will obtain
the appropriate signatures and team leader or supervisory approval. If the recipient is
not in the same division as the submitter's supervisor, the recipient's supervisor must
also approve the Time Off award by signing the form appropriately.

2. Submitter sends or brings the form to the Awards Administrator, Rm. 100, Federal

Building, Mail Stop A1-55.

HRM processes the nomination.

4. HRM notifies submitter via e-mail or telephone when the paperwork is ready to be
picked up (a minimum of 48 hours notification is needed to fully process the
paperwork).

5. Submitter picks up the award package, which contains a copy of the nomination form
and a Time Off Certificate.

6. Submitter obtains the proper signature on the certificate.

Submitter arranges for presentation to the recipient.

Recipient's next Earnings, Leave and Benefits Statement will reflect the award and

the expiration date.

(98]

Sl

Note:
Team Leaders, that have been delegated authority to sign off on time-off awards, may
approve up to one workday without further review or approval for their supervisor.
Supervisors must approve time-off awards for more than one workday.
Supervisors have the authority to initiate and approve time-off awards for up to 40
hours without further review or approval from the next level of management.
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CERTIFICATION OF APPRECIATION:

A one-time nominal achievement by a contractor, RL/ORP employee, or other Federal
employee outside RL/ORP may be recognized using the Certificate of Appreciation
Program. An RL/ORP employee may request a certificate via e-mail to the Awards
Administrator.

Nomination Process:

1. Submitter requests a certificate of appreciation via an e-mail message to the Awards
Administrator. Included in the message should be the recipient's name, what the
citation should say (please make the message brief, 35 words or less), and who the
signing official will be (including their title).

2. HRM notifies submitter when the certificate has been completed and is ready to be

picked up. A minimum of 48 hours is needed to process certificates.

Submitter picks up certificate from HRM.

If 10 or less certificates are requested, frames will be provided by HRM.

5. Submitter arranges for presentation of the certificate. (Because of the glass, framed
certificates cannot be placed in plant mail.)

W

ON-THE-SPOT:

On-the-Spot awards are a monetary award initiated by an RL/ORP employee who
benefits from a contribution made by an RL/ORP employee, group of RL/ORP
employees, or other Federal employee(s) outside of RL/ORP. The award recognizes a
significant accomplishment performed with exceptional and unexpected speed and
quality under difficult or unusual circumstances. Awards are granted for amounts
ranging from $25 to $300 per individual.

Nomination Process:

1. Submitter completes an On-The-Spot Nomination Form, including a comprehensive
description of the contribution, resultant benefits, and date of achievement.

2. The submitter will obtain the appropriate signatures and supervisory approval. If the
recipient is not in the same division as the submitter's supervisor, the recipient's
supervisor must also approve the On-The-Spot Award by signing the form in the
appropriate location.

3. Submitter sends or brings the completed form to the Awards Administrator, Rm. 100,
Federal Building, Mail Stop A1-55, for processing.

4. HRM notifies submitter via e-mail or telephone that the paperwork is ready to be
picked up (a minimum of 48 hours is needed to process an award).

5. Submitter picks up the award packet containing a copy of the nomination form and an
On-The-Spot Certificate.

6. Submitter obtains the appropriate signature on the certificate.

7. Submitter arranges for presentation to the recipient.

8. Recipient's next Earnings, Leave and Benefits Statement will reflect the award
dollars.
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SUGGESTION PROGRAM:

RL/ORP employees may wish to utilize the Suggestion Program to submit, in writing, a
constructive idea which, if adopted by management, directly contributes to the economy,
efficiency, or increased effectiveness of Government operations or achieves a significant
reduction in paperwork. The Suggestion Form must include identification of the existing
problem and the proposed method for resolution. Subject matter experts assess the
suggestion and provide recommendation for adoption or denial. If the suggestion is
adopted, the submitter may be considered for an award. Any suggestion submitted by an
employee will be responded to in writing within sixty (60) days. This response will
include a decision as to whether or not the suggestion has been accepted in whole or in
part as well as an explanation for any portion of the suggestion that cannot be accepted.
When a suggestion cannot be decided upon within sixty (60) calendar days, the Employer
will be permitted 60-day extensions as long as it provides to the employee a written
explanation of why each one is necessary.

Nomination Process:

1. Employee completes an Employee Suggestion Form, providing comprehensive
details of the existing problem and suggested solution.

2. Employee sends or brings the completed form to the Awards Administrator, Rm. 100,
Federal Building, Mail Stop A1-55, for processing.

3. Employee is notified upon receipt of suggestion and kept apprised of the progress and
disposition of the suggestion.

INVENTION/PATENT PROGRAM:

Employees who make an invention related to Government Employment may be eligible
for recognition. Employees wishing to obtain a patent on an invention must contact the
Office of Chief Counsel. The Office of Chief Counsel will conduct an analysis of the
invention to determine novelty and value to the government and may submit a patent
application to the U.S. Patent Office for approval. The Office of Chief Counsel will
notify the inventor of the approval or disapproval by the U.S. Patent Office. If a patent is
issued, the Office of Human Resources will also be notified, and the employee may be
recognized utilizing the criteria defined in the Special Acts or Service Award Program
section of this plan.
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AIRLINE SAVINGS PROGRAM:

RL/ORP employees who travel are eligible to participate in the Airline Savings Program.
RL/ORP employees who arrange to use frequent flyer benefits to obtain a "free" coach
class airline ticket may receive an award for the savings realized by the Agency.
Employees are eligible for an award when they use a free ticket or arrange for another RL
employee to use their free ticket for official travel. The Financial Management Division
administers this program. Employees wishing to participate should contact the Financial
Management Division.

LENGTH OF SERVICE PROGRAM:

This program is generated from HRM. RL/ORP employees are recognized for years of
service to the Federal Government. Employees receive a certificate from the Manager,
Length of Service pin*, and an informal honorary award item from the Thank You or the
Safe Buck program, depending on the number of years being honored.

5 or 10 years of service - Silver Award from Thank You Program*
15 or 20 years of service - Gold Award from Thank You Program*
25, 30, 35, 40, 45 years of service - Safe Buck Award

*5 and 15 year recipients do not receive a pin
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SPECIAL ACT OR SERVICE AWARD:

A Special Act or Service Award is initiated by a management official who benefits from
an employee contribution made by an RL/ORP employee, a group of RL/ORP
employees, or other Federal employees outside RL/ORP. A Special Act or Service
Award in the public interest in connection with or related to official employment is
worthy of recognition. Special Act or Service Awards fall into three categories (Bronze,
Silver, or Gold). Individuals receiving a group award can not exceed the maximum
dollar threshold for the category being awarded.

Dollar Range Approval Authority
Bronze $301 - $750 Division Director

Criteria for Bronze Award: The value to the organization is a contribution to a
product, activity, program or service that improves the effectiveness, efficiency, quality,
productivity, or service. The contribution must impact the team or division level.

Silver $751 - $3,000 Direct Reports to the Deputy Managers or
RL/ORP Manager

Criteria for Silver Award: The value to the organization is a contribution to a product,
activity, program or service that improves the effectiveness, efficiency, quality,
productivity, or service. The contribution must have an impact at the Assistant Manager
level, multiple divisions/offices, other DOE Operations/Field Offices, other Federal
agencies, or the community.

Gold $3,001 - $7,500 Deputy Managers or RL/ORP Manager

Criteria for Gold Award: The value to the organization is a contribution to a product,
activity, program or service that improves or defines a new standard of excellence for
effectiveness, efficiency, quality, productivity, or service. The contribution must have an
impact at the RL organization as a whole, ORP organization as a whole, and/or the HQ
level.
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Nomination Process:

1.

Submitter (Management Official) completes the Nomination for Special Act or
Service Form, including the level of recognition (Bronze, Silver, or Gold), and a
comprehensive description of the contribution, date of achievement, and resulting
benefits. The submitter must provide the wording for the citation which will be
included on a certificate.

2. [If the recipient is not in the same organization as the submitting management official,
the recipient's supervisor must also concur onthe Special Act or Service Award.

3. Submitter sends or brings the completed form to the Awards Administrator, Rm. 100,
Federal Building, Mail Stop A1-55.

4. HRM notifies the submitter when the paperwork is ready to be picked up.

5. Submitter obtains the appropriate signature on the certificate.

6. Submitter arranges for presentation to the recipient.

7. The award amount will be on the recipient's next Earnings, Leave and Benefits
Statement.

H:/Recognition/RL & ORP Recognition & Awards Program Plan Page 90f 10

2-00



Employees also have the opportunity to be recognized for Presidential Recognition and
Departmental Awards listed below. Recognition is initiated by a management official
and requires approval from the Office of the Secretary of Energy for all items listed
below with the exception of the “Exceptional Service Award” which is granted by the
Head of a Departmental Element (i.e., Manager of RL or ORP).

The President's Award for Distinguished Federal Civilian Service: for exceptional
achievements or unusual benefit to the nation.

The Presidential Management Improvement Award: for contributions that result in
tangible benefits to the Government of $250,000 or more.

Presidential Letters of Commendation: for a suggestion, invention, or other superior
accomplishment that is beyond job requirements and that result in tangible benefits
to the Government of $250,000 or more.

The Secretary's Award: granted by the Secretary for outstanding leadership or other
achievements deemed to merit the highest award granted by the Department.

The Award for Valor: granted by the Secretary in recognition of acts of heroism or
courage involving great personal risk.

The Meritorious Service Award: granted by the Secretary for achievements that
substantially contribute to the accomplishment of the mission or major programs of
DOE.

The Exceptional Service Award: granted by the Manager of RL or ORP for
outstanding service or an established record of achievement, exemplary
accomplishment of assigned responsibilities, unusual initiative in efficiency or
improved management, outstanding executive or technical ability, or unusual
devotion to duty.

Nomination Process:

1. Submitter (Management Official) completes the appropriate nomination form*,
including a comprehensive description of the contribution and resulting benefits.

2. Submitter obtains supervisory approval from all higher level managers within the
management chain of the organization where the nomination is initiated.

3. Submitter sends or brings the completed forms to the Awards Administrator, Rm.
100, Federal Building, Mail Stop A1-55, HRM.

4. HRM will submit the completed forms to DOE-HQ for processing.**

* Nomination forms differ based on the award being initiated. The submitter will
contact HRM to obtain the correct form.

ok The Exceptional Service Award will not be submitted to DOE-HQ as the Manager
of RL or ORP have the authority to grant this award.
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Request for Leave or Approved Absence

1. Name (Last, first, middle) 2. Employee or Social Security Number

3. Organization

4. Type of Leave/Absence 5. Family and Medical Leave

Check appropriate box(es) and| Date Time Total Hours | if annual leav _ R "

o den e e 2 b 12 e 1o pay wﬁlab: 3see‘dslzc:dtef ::é g:;iai;ea\:g ot
] Accrued annual leave

Medical Leave Act of 1993 (FMLA), please

[ Restored annual leave provide the following information:

D Advance annual leave

: | hereby invoke my entitlement
[] Accrued sick leave D to family and medical leave for:
[[] Advance sick teave

D Birth/Adoption/Foster care

Purpose:L__l iiness/nuryfincapacitation of requesting employee Serious health condition of

(] Medicaligental/optical examination of requesting employee spouse, son, daughter, or parent
1 Care of family member, including medical/dental/optical examination of family member, or D Serious health condition of seif
bereavement 7

[:l Care of family member with a serious health condiion

[ other Contact your supervisor and/or your
personnel office to obtain additional
information about your entitiernents and

[ ] Compensatory time off responsibilities under the FMLA. Medical
) certification of a serious health condition

D gtpi;ecl; a;;?;dreafg:’:ekge may be required by your agency.

[ Leave without pay

6. Remarks

7. Certification: | certify that the leave/absence requested above is for the purpose(s) indicated. | understand that | must comply with my
employing agency's procedures for requesting leave/approved absence (and provide additional documentation, including medical
certification, if required) and that falsification of information on this form may be grounds for disciplinary action, including removal.

7a. Employee signature 7b. Date signed

8a. Official action on request (If disapproved, gi If i
Approved Disapproved (! disapp , give reason. If annual leave,
D pprov [:I PP initiate action to reschedule.)

8b. Reason for disapproval

8c. Signature 8d. Date signed

Privacy Act Statement

Section 6311 of title 5. United States Code, authorizes collection of this information. The primary use of this information is by
management and your payroll office to approve and record your use of leave. Additional disclosures of the information may be: To the
Department of Labor when processing a claim for compensation regarding a job connected injury or iliness; to a State unemployment
compensation office regarding a claim; to Federal Life Insurance or Health Benefits carriers regarding a claim; to a Federal, State, or
local law enforcement agency when your agency becomes aware of a violation or possible violation of civil or criminal law; to a Federal
agency when conducting an investigation for employment or security reasons; to the Office of Personnel Management or the General
Accounting Office when the information is required for evaluation of leave administration; or the General Services Administration in
connection with its responsibilities for records management.

‘Public Law 104-134 (April 26, 1996) requires that any person doing business with the Federal Govemment furnish a social security
number or tax identification number. This is an amendment to title 31, Section 7701. Furnishing the social security number, as well as
other data, is voluntary, but failure to do so may delay or prevent action on the application. If your agency uses the information furnished
on this form for purposes other than those indicated above, it may provide you with an additional statement reflecting those purposes.

s
Office of Personnel Management

—
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RL-F-1325.6 (02/98)

United States Government Department of Energy

Richland Operations Office
memorandum P

DATE:

REPLY TO
ATTN OF:

SUBJECT:

TO:

April 15,2010
HRM:LJY

THIRTY-DAY ADVANCE NOTICE OF RANDOM DRUG TESTING

Department of Energy (DOE) Order 3792.3, DRUG-FREE FEDERAL WORKPLACE
TESTING IMPLEMENTATION PROGRAM, dated July 29, 1988, established a Drug-
Free Federal Workplace Program (DFWP) to eliminate illegal drugs from the Federal
workforce. One component of the program is the random testing of employees in testing
designated positions (TDPs). The purpose of this memorandum is to inform you that you
occupy a position which has been designated as TDP. Therefore, you will be subject to
random drug testing for illegal drugs no sooner than 30 days from the date of this
memorandum.

Consistent with the provisions of DOE Order 3792.3, this is to also advise you of the
following:

1. Purpose: The purpose of the DFWP is to eliminate illegal drugs from the Federal
workplace and to help employees who have drug abuse problems.

2. Requirement: You must provide a urine specimen for drug testing unless one of the

following conditions apply:

a. You go to your Employee Assistance Program (EAP) Coordinator, acknowledge that you
have a drug abuse problem, and seek counseling and/or rehabilitation assistance for this
problem before being selected for random drug testing. In this event, you may be
temporarily excused from drug testing. To determine if this will occur, see paragraph 6
below. If, however, you go to your EAP Coordinator seeking assistance after being
selected for random drug testing, you must provide a specimen for drug testing unless you
take the action specified in paragraph 2(b) below.

b. You go to your supervisor or a higher level management official in the chain of
command directly above your supervisor, acknowledge that you have a drug abuse
problem, and seek counseling and/or rehabilitation assistance for this problem
before or after being selected for random drug testing. If you go before being
selected for random testing, your supervisor will refer you to the EAP Coordinator
for assistance, and you may also be temporarily excused from drug testing. To
determine if this will occur, see paragraph 6 below. If you go after being selected
for random testing, your supervisor will refer you to the EAP Coordinator for
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assistance, and excuse you from this particular random drug test. You may also
be temporarily excused from subsequent drug testing. To determine if this will
occur, see paragraph 6 below. In addition, your supervisor or the higher level
management official will initiate appropriate corrective actions as discussed in
paragraph 8 below. '

3. Procedure: At the time of collection, you will be given specific information about
the procedures to be followed in collecting a specimen for testing. To assure that the
sample collected from you is not accidentally confused with any other sample, strict
chain of custody procedures will be used when collecting, transferring, and testing the
specimens. Specimens will normally be provided in private, i.¢., unobserved, but
under controlled conditions. You will be advised of any exception to this procedure
at the time of the collection.

4. Types of Tests Used: Drug testing for the Department is performed through
urinalysis by an independent contract laboratory certified by the Federal Government.
The testing methodology reflects the scientific and technical procedures necessary to
assure that the results are highly reliable and accurate. The initial test uses a method
known as immunoassay. Those samples that test positive on the initial test will be
analyzed further through a process known as gas chromatography/mass spectrometry.
A confirmed positive test result reported by the laboratory will be reviewed by the
Medical Review Officer (MRO) before a determination is made that an employee has
used illegal drugs. All test results will be handled with maximum respect for
individual confidentiality, consistent with safety and security.

5. When Testing May Occur: In addition to random drug testing of employees in the
drug testing pool, DOE administered testing may also be done at any time under the
following circumstances: (1) when it is determined that follow-up drug testing is
required as a result of a positive determination of the use of illegal drugs; (2) when it
is determined that an employee, who is scheduled for a physical examination under
DOE's Human Reliability program, has gone 12 months since his or her last test for
the use of illegal drugs; and (3) when an employee is reassigned or promoted from a
non-TDP to a TDP.

The classes of drugs tested for are: marijuana (THC metabolite), cocaine,
amphetamines, opiates (including heroin), and phencyclidine (PCP).

6. Counseling and Rehabilitation: It is the policy of DOE to provide employees who
have substance abuse or other related medical behavioral problems with counseling
and/or rehabilitation assistance through the EAP. Employees may obtain assistance
on their own volition, or they may be referred to the EAP for assistance by their
supervisor or the MRO. Employees who do not know the name and telephone
number of the EAP Coordinator may obtain it from their supervisor or a
representative in their servicing personnel office.

The EAP Coordinator will offer employees limited counseling services and may refer
them to one or more private drug treatment or rehabilitation facilities. Typically,
these facilities will offer more extensive counseling and rehabilitation services. Upon
contacting the EAP Coordinator, employees will be asked to sign one and possibly
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two consents for release of information. Copies of these consents may be obtained
from the EAP Coordinator.

a. The first consent will always be required. It shall be addressed to a named
individual in the personnel office and will authorize the EAP Coordinator to ask
that the employee's name be temporarily removed from the random test pool while
the employee undergoes counseling and/or rehabilitation assistance. The consent
will cover the release of information pertaining to the employee's participation in a
counseling and/or rehabilitation program to help the employee stop using illegal
drugs. Employees who do not sign this consent will remain in the random test
pool and will be required to provide a specimen for testing if the employee's name
is randomly selected for testing.

b. The second consent will be required only when the employee goes to his or her
supervisor or the appropriate higher level management official as described above
and acknowledges a drug abuse problem on or before being tested. This consent
shall be addressed to the employee's supervisor or appropriate higher level
management official and is required before assistance will be provided. The
consent will cover the release of information pertaining to the employee's
compliance with his or her agreed upon treatment plan and the employee's
progress during and at the end of treatment. If the employee does not sign this
consent, the EAP Coordinator will not provide the employee with assistance and
the employee will be immediately entered into follow-up drug testing.

Upon obtaining the first signed consent, the EAP Coordinator will contact the named
individual in the personnel office and ask that the employee's name be temporarily
removed from the random test pool.

Upon obtaining the second signed consent, the EAP Coordinator will assess the
employee's problems, review the employee's health insurance coverage, and where
appropriate, refer the employee to one or more appropriate treatment facilities in the
community. While in treatment, the EAP Coordinator will monitor the employee's
progress and keep his or her supervisor informed as to the employee's progress. If the
employee participates in counseling or rehabilitation through a private facility, the
employee will be responsible for paying the cost of such treatment. If the employee
has health insurance, the employee's plan may pay some of these costs. After
treatment, the employee will be immediately entered into follow-up drug testing. In
addition, the EAP Coordinator will periodically follow up with the employee and the
employee's supervisor and offer support and assistance as needed.

Confidentiality of Drug Test Results: Representatives of the drug testing
laboratory shall only disclose drug test results to the MRO or the staff of the MRO.
Test results are protected under the provisions of the Privacy Act of 1974 (5 U.S.C.
552a, et. seq.) and the Supplemental Appropriations Act of 1987 (Public Law 100-71,
section 503(e)) and may not be released in violation of either Act. In order to comply
with section 503(e) of the Supplemental Appropriations Act, the results of a drug test
of a DOE employee may not be disclosed without the prior written consent of the
employee, unless the disclosure would be:





a. Tothe MRO;

b. To the Coordinator of an EAP in which the employee is receiving counseling
or treatment or is otherwise participating;

c. To any supervisory or management official within the DOE having authority to
take a personnel or security action that is adverse to the employee; or

d. Pursuant to the order of a court of competent jurisdiction where required by
the United States Government to defend against any challenge against any
personnel or security action that is adverse to the employee.

. Corrective Actions: If an employee is found to use illegal drugs as a result of a
drug test or as a result of an admission to the employee's supervisor, two actions may
be required. If the employee possesses an active DOE access authorization or is in
the process of obtaining one, the supervisor shall report this information to the
appropriate DOE security officials. If the employee occupies a sensitive position, the
supervisor shall immediately remove the employee from his or her sensitive duties
pending the outcome of counseling and/or rehabilitation. To accomplish this action,
the supervisor may either:

a. Reassign the employee to a non-sensitive position if one is available;

b. Bar the employee from performing the sensitive duties of his/her position
where such separation of duties is possible;

c. Suspend the employee; or
d. Propose the employee's removal from the Federal Service.

The action taken will be determined on a case-by-case basis. In addition, under
Executive Order 12564, "Drug-Free Federal Workplace," DOE is also required to
initiate disciplinary action against an employee if that employee is found to use illegal
drugs, except that discipline is not required if the employee (1) voluntarily admits the
use of illegal drugs; (2) completes counseling or rehabilitation through an EAP; and
(3) thereafter refrains from the use of illegal drugs. The decision whether to
discipline an employee who has voluntarily identified himself or herself as a user of
illegal drugs will be made by the employee’s management on a case-by-case basis
depending upon the facts and circumstances in each case. Although an absolute bar
to discipline cannot be provided for certain incumbents of positions because of the
extreme sensitivity of their positions, DOE, in determining whether to discipline, will
consider that the employee has come forward voluntarily.

Also, under Executive Order 12564, DOE is required to initiate removal against any
employee who is found to use illegal drugs and:

a. Refuses to obtain counseling and rehabilitation through an EAP; or

b. Does not thereafter refrain from using illegal drugs.
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The refusal to submit to testing or failure to cooperate with the collection procedures
are independent grounds for disciplinary action up to and including removal from the
Federal Service.

9. Grievances: If you believe that your duties do not involve the performance of
sensitive tasks ascribed to your position when it was nominated for drug testing or that
the procedures used to nominate your position were misapplied, you may file a
grievance. If you are represented by a union that has been granted exclusive
recognition by DOE, you must follow the negotiated grievance procedure found in the
labor-management agreement for your office. If you are not represented by a union,
you must follow the administrative grievance procedure found in DOE Order 342.1.

If you are represented by a union, you have the right to have a representative of your
choosing accompany you when you meet with your supervisor or another management
official if you have a reasonable belief that the meeting may lead to a disciplinary
action, and you request such representation.

Please sign and date the attached acknowledgment and return it to

Linda Yorgensen, Drug Program Coordinator, A1-55. Your signature indicates
that you have received and read this memorandum and that you understand that a
verified positive test result may lead to a disciplinary action. For a more complete
description of your rights and responsibilities, please consult DOE Order 3792.3 which
is available through the DOE Directives website (http:/www.directives.doe.gov/).

Questions concerning the program should be addressed to your supervisor. If further
assistance is needed you may contact Linda Yorgensen, your Drug Program
Coordinator, at 376-3610. Your eligibility for selection for random testing will begin
no sooner than 30 days from the date of this memorandum.

Attachment:
Acknowledgment of Receipt





Attachment
ACKNOWLEDGEMENT OF RECEIPT
ADVANCE NOTICE OF RANDOM DRUG TESTING

EMPLOYEES IN TESTING DESIGNATED POSITIONS

I acknowledge receipt of the “Advance Notice of Random Drug Testing.” 1

understand that I may be randomly selected for urinalysis testing for the presence of
illegal drugs. Further, I am aware of the corrective actions that will be taken or initiated
against employees who are found to use illegal drugs or who refuse to submit to a drug
test.

I know that a description of the Department’s drug testing program and my rights and
responsibilities under this program are contained in DOE Order 3792.3, which is
available for my review on the DOE directives webpage

(http://www .directives.doe.gov/). 1understand that questions on the drug testing
program or the information in this notice can be addressed to my supervisor. Further, I
recognize that if I have any questions after consulting with my supervisor, I may contact
the Drug Program Coordinator for assistance.

Return to Linda Yorgensen, Drug Program Coordinator, A1-55

Print Name (Last, First, M.): Signature:
Title: Date:
Organization: Duty Station:

See Privacy Act Statement printed on back.





Privacy Act Statement

This form is subject to the provisions of Title 5 U.S.C. 552a, The Privacy Act of 1974. The authority to
request this information is Executive Order 12564, “Drug-Free Federal Workplace,” of 9-15-82; and 5
1.S.C. 7301 note, The Supplemental Appropriations Act of 1987 (Public Law 100-71, Title V, Section
503).

Furnishing the information on this form is not required by law and is voluntary. Your refusal to provide the
information on this form will not result in the denial of any right, benefit, or privilege provided by law. If
you refuse to provide the information requested on this form, you will still be subject to random drug
testing and all other provisions of the Advance Notice of Random Drug Testing no sooner than 30 days
from the date of the notice.

The primary use of this information by your supervisor and the Drug Program Coordinator for your office
is to record your receipt of the Advance Notice of Random Drug Testing for the presence of illegal drugs.
In addition, this form documents your notification of the corrective actions that will be taken or initiated
against employees who are found to use illegal drugs or who refuse to submit to a drug test.

Further disclosures of the information on this form may be made to other individuals having a need to
know. Examples would include the following:

1. To the (MRO) Department’s Medical Review Officer;

2. To the administrator (i.e., the Employee Assistance Program Coordinator) of any
Employee Assistance Program in which the employee is receiving counseling or
treatment or is otherwise participating;

3. To any supervisory or management official within DOE having authority to take an
adverse personnel action (including the suspension or revocation of access authorization
or security clearance) against the employee;

4. To any individual pursuant to the order of a court of competent jurisdiction where
required by the United States Government to defend against any challenge against any
adverse personnel action; or

5. To other DOE personnel, including the Departmental Drug Testing Program Manager,
for data collection and other activities necessary to comply with section 503(f) of the
Supplemental Appropriations Act of 1987.






U.S. Department of Energy ORDER
Washington, D.C.

DOE O 3792.3

Approved: 07-29-88
Change 1: 8-21-92
This directive was reviewed and certified as current and necessary by Bruce M. Carnes, Director, Office
of Management, Budget and Evaluation/Chief Financial Officer, 9-18-02.

SUBJECT: DRUG-FREE FEDERAL WORKPLACE TESTING IMPLEMENTATION PROGRAM
1. PURPOSE. To provide guidance and policy for the administration, application and implementation
of laws. Executive orders, civil service regulations, mandatory guidelines, the Department of Energy
(DOE) Drug-free Federal Workplace Plan and other regulations that facilitate the maintenance of a
drug-free Federal workplace through the establishment of programs to test for the use of illegal drugs.

2. REFERENCES.

a. DOE 3630.1B, LEAVE ADMINISTRATION, of 12-31-86, which provides guidance and DOE
policy on the use of leave.

b DOE 3750.1, WORK FORCE DISCIPLINE, of 3-23-83, which provides guidance and DOE
policy on adverse and disciplinary actions.

c. DOE 3771.1, GRIEVANCE POLICY AND PROCEDURES, of 7-2-81, which contains
information on the Departmental grievance procedures.

d. DOE 3792.1A, EMPLOYEE ASSISTANCE PROGRAM, of 5-18-92, which describes the
Departmental employee assistance program.

e. DOE 5484.1, ENVIRONMENTAL PROTECTION, SAFETY, AND HEALTH PROTECTION
INFORMATION REPORTING REQUIREMENTS, of 2-24-81, which prescribes reporting
requirements for various types of occurrences.

f. DOE 5631.2B, PERSONNEL SECURITY PROGRAM, of 5-18-88, which describes supervisors'
responsibilities under the personnel security program.

g. Federal Personnel Manual (FPM) Chapter 731, Personnel Suitability, and FPM Chapter 732,
Personnel Security, which describe position sensitivity.

h. FPM Chapter 751, "Discipline", which describes procedures to be used in dealing with conduct
problems.

1 FPM Chapter 792, "Federal Employees Health and Counseling Programs", which describes the
drug testing program and employee assistance program.

j. "Mandatory Guidelines for Federal Workplace Drug Testing Programs" issued by the
Department of Health and Human Services (HHS) and maintained by the Office of Personnel,
which describes guidelines and certification procedures for Federal drug testing programs.

DISTRIBUTION: INITIATED BY:
All Departmental Elements Office of Personnel
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Executive Order 12564, of 9-15-85, which provides for drug testing
programs.

Executive Order 12356, of 4-2-82, which prescribes system for classi-
fying, declassifying, and safeguarding national security information.

. Executive Order 10450, of 4-27-53, which provides security requirements

for government employment.

Title 5 U.S.C., section 8331(20), which identifies law enforcement
officers.

Title 5, U.S.C., section 552a, which contains instructions regarding
the disclosure of information.

Title 5, U.S.C., sections 2104 and 2105, which contain definitions of
officers and employees.

Title 21 U.S.C., section 802(6) , which identifies controlled substances.

Title 42, CFR, part 2, which discusses maintaining the confidentiality
of treatment records.

Title 29, CFR, part 1600, which implements the Rehabilitation Act of
1973.

The Rehabilitation Act of 1973, which addresses agency development of
reasonable accommodation procedures for handicapped employees.

. Local agreements negotiated between management and exclusive representa-

tives of bargaining unit employees.

Department of Energy Drug-free Federal Workplace Plan, approved by

the Department of Justice and certified to Congress by the Secretary,
Department of Health and Human Services, on 4-27-88. The plan, required
by title 5, U.S.C., section 552, describes the actions that will be taken
to comply with Executive Order 12564 and is the basis for this Order.

POLICY.

DOE shall participate in the Federal effort to achieve workplaces free
of illegal drug use through a program designed to offer users of illegal
drugs a helping hand and, at the same time, demonstrate that illegal
drugs will not be tolerated in the Federal workplace.

The sale, use, or possession of illegal drugs, whether on or off duty,
is not consistent with Federal employment and may be grounds for disci-

plinary action, up to and including removal.





DOE 3792.3 3
7-29-88

a.

C.

Persons who use illegal drugs are not suitable for Federal employment.

Every effort shall be made to assist employees in becoming and remaining
drug free. This includes, as appropriate, efforts to reassign or

realign work, leave to obtain rehabilitation, and educational informa-
tion regarding substance abuse.

Effective monitoring and testing procedures shall be established in
order to provide reasonable assurance that the foregoing policies are
met.

When establishing drug testing procedures pursuant to law, civil service
regulation, HHS guidelines or DOE regulation, heads of field organizations
and headquarters shall negotiate or consult with exclusive representatives
as appropriate under labor-relations law or negotiated agreement.

DEFINITIONS.

Applicant. Any individual tentatively selected for a sensitive

position in DOE which is included in the random testing pool, including
an individual who is currently employed by DOE or another Federal

agency. An individual becomes an applicant when he or she is selected
for a specific position, but employment is delayed pending meeting any
required conditions of employment, such as obtaining a requisite security
clearance or testing negative on a test for the use of illegal drugs.

Collection site. A place where individuals present themselves for the
purpose of providing urine specimens to be analyzed. The collection site
may be located at a government or contractor facility, but-must possess
all necessary personnel , materials, equipment, facilities, and supervision
to provide for the collection in privacy, security, temporary storage,

and transportation of urine specimens to a drug testing laboratory.

Due process in the employee relations context is the basic protection
of a employee’s constitutional and statutory rights through established
procedures that ensure proper and fair administration of justice. In
the drug testing context, *“due process” would include, for example,
procedures that would allow the employee to know of charges against him
or her, that would allow the employee to respond to the charges and
that allow for employee appeals of subsequent decisions. These *“due
process” procedures are fully described in DOE 3750.1; the term *“due
process” is simply a brief way of referring to those procedures.
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d. Employee. any officer or employee of DOE as defined in title 5, U.S.C.,
sections 2104 and 2105.

e. Illegal Drug. A controlled substance Included in Schedule 1 or
11, as defined in title 21, U.S.C., Section 802(6), the possession of
which is unlawful under chapter 13 of that title. The term does not
refer to the use of a controlled substance pursuant to a valid prescrip-
tion or other uses authorized by law.

f. Reasonable Suspicion. An articulable belief drawn from specific and
particularized facts and reasonable inferences from those facts that
an employee uses illegal drugs. Such a belief may be based upon, among
other things:

(1) Observable phenomena, such as direct observation of drug use
and/or the physical symptoms of being under the influence of a
drug;

(2) A pattern of abnormal conduct or erratic behavior;

(3) Arrest or conviction for a drug-related offense; or the identi-
fication of an employee as the focus of a criminal investigation
into illegal drug possession, use, or trafficking;

(4) Information provided either by reliable and credible sources or
independently corroborated; or

(5) Newly discovered evidence that the employee has tampered with a
previous drug test.

g. Rehabilitation. A formalized treatment process aimed at the resolu-
tion of behavioral-medical problems, including alcoholism, drug abuse,
and mental health disorders.

h. Random testing. Unscheduled, unannounced testing and random sampling
of employees in testing designated positions. The process will ensure
that selections are not made in an arbitrary, capricious, or discriminatory
manner .

i. Occurrence. Any deviation from the planned or expected behavior or
course of events in connection with any DOE or DOE-controlled operation
if the deviation has environmental protection, safety, or health
protection significance.
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j. JTesting Designated Position. A position that has been placed in
the random drug testing pool because the position meets at least
one definition of “sensitive position” in E.O. 12564 and the

position directly affects the national security, public safety,
or public health.

5.  RESPONSIBILITIES.

a. Secretary.
(1) Provides general policy direction for the DOE drug-testing program;

(2) Approves or disapproves requests to include or exempt certain
positions or groups of positions from the drug testing program; and

(3) Determines the percentage of employees to be tested under the
provisions of Chapter 1.

b. Assistant Secretary for Environment, Safety, and Health submits requests
for laboratory certification to the Director of Administration.

c. General Counsel. Provides advice and assistance to Departmental
managers, program officials, and the Inspector General regarding
actions taken relating to the DOE drug testing program.

d. Assistant Secretary , Management and Administration. Ensures that the

Department’s drug testing program is operated in an objective manner
and is based on concepts of efficiency and mission support.

e. Controller. Ensures that adequate funds are requested for conducting
required drug testing programs, including reimbursing applicants for

reasonable expenses incurred in travel to a drug testing facility, and
to support the Employee Assistance Program.

f. Director of Administration.

(1) Develops, implements, and administers the DOE drug testing
program;

(2) Provides for quarterly inspection of testing laboratories and
takes appropriate action based on the results of such inspections.

(3) Recommends approval or disapproval of requests to exempt certain
positions or groups of positions from the drug testing program;

(4) Concurs in requests to require an employee to undergo a test
under the reasonable suspicion provision, as identified in

Chapter 1, Paragraph 2c(3), more than once in a 12-month period;
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(5) Requests approval from the Secretary of Health and Human Services,
to use alternative test methods, test levels, or to include addi-
tional drugs or classes of drugs in the test;

(6) Approves requests for exceptions to this directive; and

(8) ldentifies a Medical Review Officer as defined in the Mandatory
Guidelines for Federal Workplace Drug Testing Programs.

Heads of Field Organizations, the Inspector General, and the Deputy
Director of Administration (for Headquarters).

(1) Determine when an occurrence requiring notification within 72
hours shall lead to drug testing of involved employees;

(2) Concur in a determination by a supervisor that an employee who has
been determined to have used illegal drugs should be returned to
sensitive duties;

(3) Concur in a determination that the “reasonable suspicion” criteria
for drug testing have been met; and

(4) Approve administrative leave in accordance with Chapter I 1 1, Para-
graph 5d(2), up to 10 days. Requests for longer periods must have
the concurrence of the Director of Personnel.

Director of Personnel.

(1) Develops, promulgates, implements, and provides advice on policies,
standards, and procedures concerning the DOE drug testing program,
consistent with applicable civil service laws and regulations;

(2) Maintains liaison with the Office of Personnel Management, Depart-
ments of Health and Human Services and Justice, and other organiza-
tions on drug testing policy as well as other personnel-related
matters;

(3) Evaluates the effectiveness of the DOE drug testing program;

(4) Provides staff personnel to sit on the Position Designation Board;

(5) Designates the Departmental Drug Testing Program Manager; and

(6) Concurs in requests for administrative leave in excess of 10 days
in accordance with Chapter 111, paragraph 5d(2) (b).
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Medical Review Officer.

(1) Complies with the guidelines for Federal drug testing programs
promulgated by the Department of Health and Human Services;

(2) Receives and reviews drug test results for the purpose of deter-
mining use of illegal drugs;

(3) Assures that an individual who has been tested positive has been
afforded an opportunity to justify the test result;

(4) lIssues appropriate notices of determinations based on drug test
results, consistent with confidentiality requirements; and

(5) Reports summaries of al 1 activities and findings on a regular
basis.

Employee Assistance Program Coordinators.

(1 ) Execute the responsibilities described in DOE 3792.1, EMPLOYEE
ASSISTANCE PROGRAM.

(2) Assure the removal and, If subsequently warranted, the reinstate-
ment of the names of employees in the random drug testing pool; and

(3) Administer the execution of a “Drug Use Acknowledgement” form
as described in Chapter 111, paragraph 5d.

k. Departmental Drug Testing Program Manager.

(1) Manages the drug testing pool by:

(@) Issuing guidance describing categories of positions to be
included in the drug testing pool;

(b) Requesting submission of position nominations for testing
designated positions; and

(c) Chairing the Departmental Position Designation Board.
(2) Manages information systems related to the Order by:

(a) Overseeing the automated system which randomly selects
employees from the drug testing pool;

(b) Assembling and maintaining statistical information related to
drug testing results; and





DOE 3792.3
7-29-88

(c) Maintaining written inspection reports generated in accordance
with subparagraph 5f(2).
(3) lIssues notices to employees, including:

(a) General informational notices to all employees 60 days prior
to the Initiation of testing;

(b) Annual reminder notices to all employees;

(c) Specific notices to employees whose positions have been desig-
nated as TDP’s; and

(d) Individual notices of test schedule and location.

Managers and Supervisors.

(1 ) Direct an employee to submit a urine specimen for testing if, i n
the view of the manager or supervisor, the appropriate authority
under paragraph 5g, and, if needed, the Director of Administration,
the *“reasonable suspicion” or “occurrence” criteria for drug
testing have been met;

(2) Respond to grievances related to” the drug testing program i n
accordance with DOE 3771.1, GRIEVANCE POLICY AND PROCEDURES, or

local negotiated agreements;

(3) Consult with the Employee Assistance Program Director and the
servicing personnel office prior to taking actions following
the determination of an employee’s use of illegal drugs;

(4) Make and implement a series of decisions on removal from
sensitive duties, leave, and discipline subsequent to a first-time
determination of an employee’s use of illegal drugs;

(5) Initiate separation action against an employee if that employee
is determined on the basis of a second confirmed positive drug
test to have used illegal drugs;

(6) Make the initial recommendation that an employee who had been re-
moved from sensitive duties may be returned to those duties; and

(7) Make the decision as to whether direct observation will be
required, as provided for in Chapter Il, paragraph 6a.
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m. Servicing Personnel Offices.

(1) Provide day-to-day advice and guidance to managers and supervisors
on matters relating to the DOE drug testing program;

(2) Perform al 1 phases of technical operational support to organiza-
tional units serviced in order to ensure that the provisions of
this Order and other related Orders are followed consistently; and

(3) Provide input to appropriate data systems (e.g. pay/pers) i n order
to ensure the accuracy of such systems.

BY ORDER OF THE SECRETARY OF ENERGY:

i LAWRENCE F. DAVENPORT
Assistant Secretary
Management and Admin istration
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CHAPTER |

APPLICABILITY

1. GENERAL PROVISIONS,

a.

The determination as to whether an employee will be subject to drug
detection urinalysis may be based either on the nature of the position
the employee encumbers or upon factors personal to that employee such
as a past history of the use of illegal drugs, a request for voluntary
inclusion in the drug testing program, involvement in an occurrence, or
actions that create a reasonable suspicion of the use of illegal drugs.

Once an employee volunteers for, or a determination has been made that
an employee will be subject to, drug testing based on the nature of the
position the employee encumbers, the selection for testing will be done
on a random basis with procedures taken to ensure that the process is
not arbitrary, capricious, or discriminatory. No employees in the drug
testing pool will be exempt from testing, except as provided for in
Chapter 11, paragraph Ib.

The determination as to which specific positions will be designated
as testing designated positions will be made in the following manner:

(1) As needed, the Departmental Drug Testing Program Manager will
issue guidance describing the categories of positions that are
to be included in the drug testing pool and will request the
submission of nominations for testing designated positions.

(2) TDP subgroups will be differentiated between positions in each
category based on their relative potential for adverse impact on
the public health and safety and the national security. Incumbents
of positions that have greater potential for adverse impact may be
subject to more frequent testing than incumbents of positions
with less potential for adverse impact. However, increased
frequency may also be the result of a determination to test a
higher percentage of incumbents iIn a given category.

(3) Nominations will be reviewed and recommendations for approval or
disapproval will be made by a departmental position designation”
board that will consist of a staffing specialist, an employee
relations specialist, a position classification specialist, an
Employee Assistance Program representative, a representative of
the Office of Safeguards and Security, and the Departmental Drug
Testing Program Manager. The Board will be chaired by the
Departmental Drug Testing Program Manager. The Board will
recommend the designation of a position as a testing designated
position and the inclusion of a position in a given subgroup.
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(4) The final approval of testing designated positions inclusions and
subgroups will be made by the Secretary.

Initially, a fixed percentage of testing designated positions will be
tested each year. The Secretary may determine that a number greater
or lesser than the initial percentage will be tested at any time.
Statistical information will be retained to determine the percentage
of confirmed positive tests obtained. This information will be one
of the factors used in determining whether testing should be increased
or decreased.

Any employee who believes that his or her duties do not involve
performance of the sensitive tasks ascribed to the position in that
position’s nomination, or that the procedures used to nominate were
misapplied, may file a grievance pursuant to the provisions of DOE
3771.1, GRIEVANCE POLICY AND PROCEDURES, or negotiated local agree-
ments, as applicable.

In the event that the percentage of employees to be tested results in a
less than whole number, the number will be rounded down; that is, if

25 percent of the employees in a group are to be tested and if the
group consists of 33 employees, a total of 8 employees will be tested.

The Departmental Drug Testing Program Manager will provide for a periodic
review of all testing designated positions to ensure that they continue

to meet the conditions for inclusion.

POSITIONS TO BE TESTED. The following categories of positions may be

subject to testing:

a.

Sensitive positions, as described in E.O. 12564 and further defined by

the Departmental Drug Testing Program Manager. Initially, positions
will be included only if they are covered by categories 1 through 5
and directly affect the public health, public safety, or national
security. Categories 1 through 5 are described in EO 12564 as follows:

(1) Category 1.

(a) Chapter 731 Designation. Covers all employees whose positions
have been designated Special-Sensitive, Critical-Sensitive, or
Noncritical-Sensitive.

(b) E.O. 10450 Designation. Covers employees with sensitive desig-
nations under E.O. 10450 who must be investigated.
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(2) Category 2.

(a) E.O. 12356 Access Designation. Covers employees who have
been granted regular access to classified information under
E.O. 12356.

(b) E.O. 12356 - Ad Hoc Designation. Covers employees who
may be granted ad hoc access to classified information
under E.O. 12356.

(3) Category 3. ( Presidential Appointee Designation). Covers employees
appointed by the President.

(4) Category 4. (Law Enforcement Officer Designation). Covers only
employees who meet the definition of law enforcement officers
as defined in 5 U.S.C. 8331(20).

(5) Category 5.

(a) Law Enforcement Designation. Covers Nuclear Materials Couriers
and other positions determined to involve law enforcement.

(b) National Security Designation. Covers printers or reproducers
of sensitive materials and other positions determined to in-
volve the national security.

(c) Protection of Life or Property Designation. Covers pilots,
heavy equipment operators, firefighters, guards, certain motor
vehicle operators , medical personnel, facilities personnel

assigned to the Secretary, and other positions determined to
Involve protection of life or property.

(d) Public Health or Safety Designation. Covers employees with
hands-on responsibilities that include:

1 Production, use, storage, and disposal of hazardous
substances;

2 Construction, maintenance, and operation of power system;

3 Other positions determined to involve the public health or
safety.
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(e) Trust Designation. Covers positions determined to involve a
high degree of trust.

Volunteers. Employees who are not Incumbents of testing designated

positions may volunteer to have their names included In the testing
designated position pool. The employee’s name will be added to the
pool and the employee will be subject to random testing under the
same manner and conditions as other members of the pool.

Other Circumstances.

(1) As A Result of An Occurrence.

)

(a) IT the occurrence requires immediate notification under the
provisions of DOE 5484.1, ENVIRONMENTAL PROTECTION, SAFETY, AND
HEALTH PROTECTION INFORMATION REPORTING REQUIREMENTS, all
employees who could have affected relevant conditions which
caused the occurrence sequence will be tested within
48 hours, unless the appropriate Head of the Departmental
Element determines that it is not feasible to do so.

(b) 1T the occurrence requires notification within 72 hours under
the provisions of DOE 5484.1, ENVIRONMENTAL PROTECTION, SAFETY,
AND HEALTH PROTECTION INFORMATION REPORTING REQUIREMENTS, the
appropriate Head of the Departmental Element will determine
what tests, if any, should be conducted.

(c) If the occurrence does not fall within either of these two
categories and if there is no reasonable suspicion that illegal
drugs are involved, employees will not be tested.

As A Result of Having An Established History of the Use of Illegal

Drugs Within the Past Year. [In this case, testing may only be
required during or after counseling or rehabilitation through an

Employee Assistance Program that has been offered. An employee who,
on the basis of a drug test. has been determined to have used illegal
drugs, may be offered an opportunity to sign a “Drug Use
Acknowledgement” form. This means that the individual declares a
commitment to cease the prohibited use of or involvement with

illegal drugs. Additionally, signing the form means that the
employee may be directed to take an observed drug test (urinalysis)
at any time, without advanced notice, for a period of 1 year after

the date the form is signed.

(3) Where Reasonable Suspicion Exists that An Employee Is Using lllegal

Drugs.
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(a) The Head of the Departmental Element must concur in a finding
of reasonable suspicion.

(b) If an employee has been required to undergo testing under the
reasonable suspicion provision and the test results are nega-
tive, that employee may not be required to undergo testing
under the reasonable suspicion provision during the next 12-
month period without the concurrence of the Director of
Administration.

(c) Determinations made in conformance with definitions in para-
graphs 4f(1) or 4f(2), page 4, (reasonable suspicion based on
observable phenomena or a pattern of abnormal conduct or
erratic behavior) should rely on material contained in FPM
chapter 751 as a guide.

(d) Patterns of approved leave usage may not be used to support a
finding of reasonable suspicion.

d. Applicants. Only applicants who have been tentatively selected for a
specific testing designated position will be tested.

3. DRUGS FOR WHICH RANDOM TESTING WILL BE PERFORMED.

a. Random testing will be performed to identify the use of the following
drugs or classes of drugs:

(1) Marijuana;

(2) Cocaine;

(3) Opiates;

(4) Phencyclidine; and
(5) Amphetamines.

b. Testing may also be performed for other drugs or classes of drugs in

accordance with any agreement made between DOE and the Secretary of
Health and Human Services.
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CHAPTER 11

ADMINISTRATIVE PROCEDURES

1. POSITION DESIGNATION FOR RANDOM TESTING.

a. In accordance with Chapter I, paragraph b, all testing designated .
positions will be subject to testing, unless exempted as provided
for in Chapter 11, paragraph Ib.

b. The Head of a Departmental Element may submit a request to the Director
of Administration to exempt certain positions described in Chapter 1,
paragraph 2a, from drug testing on the basis of hardship due to the
remote location of the duty station, the unavailability of on-site
testing personnel, or the lack of an appropriate site for test adminis-
tration. The Di rector of Administration will review the request for
appropriateness and possible inconsistencies with other departmental
elements and will recommend approval or disapproval of the request to
the Secretary. The Secretary will determine whether or not to exempt
the position or positions from the program.

c. The Departmental Drug Testing Program Manager will provide the
opportunity, on at least an annual basis, for Heads of Departmental
Elements to nominate positions as testing designated positions
or to recommend the elimination of positions already designated as

testing designated positions.

d. The Departmental Drug Testing Program Manager is responsible for input-
ing identifying information as described i1 n Chapter V, paragraph 2a(l).
into the random test pool database.

2. GENERAL NOTICES.

a. A notice must be issued to all employees by the Departmental Drug Testing
Program Manager at least 60 days prior to the initiation of testing and
must contain, at a minimum, the following:

(1) A statement of the DOE policy, as delineated in paragraph 3, page 2,
regarding the use of illegal drugs and the purpose of the drug
testing program;

(2) That counseling and rehabilitative assistance are available
through the Employee Assistance Program;
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(3) When actual testing will commence;
(4) Requirements for Testing Designation Positions;

(5) The general testing parameters;

(6) A copy of DOE 3792.3, DRUG-FREE FEDERAL WORKPLACE TESTING IMPLEMENTA-
TION PROGRAM:

(7) Information that a separate Notice will be sent to individuals who
occupy testing designated positions and to any others selected for
testing under the provisions of Chapter |, paragraphs 2b or 2c; and

(8) That the Plan will include both voluntary and mandatory testing.

On an annual basis, a reminder notice will be issued by the Departmental
Drug Testing Program Manager to all employees containing, at a minimum,
the DOE drug policy statement.

3. SPECIFIC NOTICES.

a.

At least 30 days prior to being included in the pool, any employee who
encumbers a testing designated position or who has volunteered to be
included in the testing pool, will be sent a specific written notice by
the Departmental Drug Testing Program Manager. The notice must contain,
at a minimum, the following:

(1) The reason for the inclusion of the position as a testing
designated position (i.e., identification of the appropriate
Chapter 1, paragraph 2a category);

(2) The employee’s opportunity to voluntarily identify himself or her-
self as a user of illegal drugs, willing to undertake counseling
and, as necessary, rehabilitation. In such cases, disciplinary
action is not required. The decision whether to discipline a
voluntary referral will be made by the Secretary or his or her
designee on a case-by-case basis depending on the facts and
circumstances. Although an absolute bar to discipline cannot be
provided for certain positions because of their extreme sensitivity,
the Department, in determining whether to discipline, shall consider
that the employee has come forward voluntarily;

(3) The availability of drug abuse counseling and referral services,
including the name and telephone number of the local Employee
Assistance Program counselor;
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(4) That the employee will have the opportunity, and procedures to be
used, to submit supplemental medical documentation to support the
legitimate use of an otherwise illegal drug or the use of a legal
drug or other substance that may give a positive test result;

(5) Assurance that the quality of testing procedures is tightly
controlled, that the test used to confirm use of illegal drugs is
highly reliable, and that the test results will be handled with
maximum respect for individual confidentiality, consistent with
safety and security;

(6) The circumstances under which testing may occur;

(7) The fact that privacy will be provided during testing, except i1 n
specific circumstances that will be enumerated when the employee is
scheduled for testing;

(8) The consequences of a determination of the use of illegal drugs
or refusal to be tested, including removal from sensitive
duties and/or disciplinary action;

(9) The appeal and grievance procedures available to employees; and

(10) That the employee will be subject to random testing no sooner
than 30 days after the date of the notice.

4. RANDOM TESTING.

a. Incumbents of Testing Designated Positions.

(1) Whether all employees in a group of testing designated positions
are to be tested or only a sample of the group, the determination
as to which specific employees are to be selected for testing
at a particular time must be made on a random basis. This
means that each employee’s opportunity to be selected must be
based on chance or the laws of probability. Under no circum-
stances will testing designated positions be selected for
testing on the basis of a desire to test a particular individual
employee.

(2) The Departmental Drug Testing Program Manager will manage a DOE
automated system which may be used to select employees to be
tested on a-random basis.

(3) If the randomly selected employee is absent on approved leave
or is on official travel on the date he or she is scheduled for
a drug test, his or her name will be returned to the random

testing pool.
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(4) 1T the randomly selected employee has previously voluntarily
identified himself or herself as a user of illegal drugs,
willing to undertake counseling and, as necessary, rehabilitation,
the EAP Coordinator will assure that the employee’s name is
removed from the drug testing pool while the employee is
undergoing rehabilitation.

Applicants for Testing Designated Positions.

(1) Applicants who have been tentatively selected for employment in
testing designated positions will be scheduled for testing under
the following conditions:

(@) If the applicant is a DOE employee who is not currently
employed in a testing designated position, he or she will
be scheduled for testing. In the event that the test is
positive, the employee will be referred for counseling or
rehabilitation. The test results will not be shared with
the applicant’s current supervisor.

(b) Applicants who currently reside or work within the local
commuting area will be tested in the same manner as local
employees.

(c) Applicants who currently reside or work within the local
commuting area of another DOE office will be tested in
the same manner as employees of that office.

() If an applicant resides or works in an area where no DOE
office currently conducts testing, the servicing personnel
office will identify the most cost-effective procedure for
obtaining a specimen and testing. This may involve requiring
the employee to report to a location outside his or her local
commuting area (with reimbursement by DOE for reasonable
travel expenses) or entering into an agreement with another
Federal agency for collection and testing. This latter agree-
ment may or may not involve reimbursement by DOE.

(2) Vacancy announcements must clearly state: the fact that testing
will be required before an offer of employment becomes final; that
the successful applicant will be subject to future random, un-
announced testing; and that a determination of the use of illegal
drugs may lead to nonelection (based on a failure to meet conditions
of employment) or disciplinary action, including removal from the
Federal service.
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(3) Generally, applicants should be required to report for testing
within 48 hours of receipt of the test schedule notice. Results

will be shared with the applicant, but not with his or her current
Federal supervisor or private employer.

NOTIFICATION OF TEST.

a. When a list of names for random testing on a specific date has been
selected, a copy of the list will be distributed to each employee’s
EAP Coordinator. The employee and the employee’s supervisor will be
notified of the date on which the employee is scheduled to be tested,
in accordance with the provisions of Chapter V, paragraph 2a(3).
Generally, the employee and the supervisor will be notified within
2 hours of the scheduled test. Variations on time and location
will be made by the Head of the Departmental Element or his or her
designee.

b. Regardless of whether the test is random or is based on one of the
other provisions of Chapter I, paragraph 2c or 2d, the notice must
include, at a minimum, the following:

(1) That the employee may submit medical documentation supporting
the use of a specific drug or other substance that may give
the appearance of a positive test result. Such information
will be secured in a sealed envelope marked with the appropriate
specimen identification number. The contents of the envelope
will be made available only to the Medical Review Officer and
will be examined only in the event that the specimen yields a
confirmed positive test result.

(2) That the employee may voluntarily identify himself or herself
as a user of an illegal drug or as an abuser of a legal drug
and request referral to the EAP. T the scheduling was based
on incumbency in a sensitive position, the employee’s name will
be temporarily removed from the drug testing pool while the
individual is undergoing rehabilitation. Self-identification
does not preclude any appropriate personnel action that is iIn
compliance with appropriate laws, regulations, and Departmental
policies.

(3) The procedure to be used to report any reason why he or she will
be unable to appear for testing as scheduled.

(4) The penalty for failure to appear as scheduled without specific
authorization and for failure to provide an adequate urine sample.
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(5) A description of the testing procedures.

(6) That privacy will be provided during specimen collection
except in specifically enumerated circumstances.

(7) That photo identification must be brought to the collection
site. Acceptable forms of identification include Federal
government identification badges, driver’s licenses bearing
a photograph, or proof of age forms issued by a State in

lieu of a driver’s license.

(8) That outer garments such as coats, jackets, sweaters, and
purses or briefcases, but not wallets, will have to be left

outside the collection stall.
(9) The procedures for notification of results.
(10) Grievance and appeal procedures.

(11) Procedures for the employee to submit other evidence for
consideration in the event that the test result is

confirmed positive.

The notice of test scheduling may not be used as the notice of proposed
disciplinary or adverse action in the event that an employee fails to
appear for the test or fails” to provide the required specimen.

Sick leave for the purpose of undergoing medical treatment, routine
medical or dental appointment, or annual leave should be rescheduled if
at all possible when it conflicts with a scheduled drug test. In the
event that a supervisor believes that an employee is abusing sick leave
in order to avoid the test, a leave restriction should be considered in

accordance with DOE 3630.1B.

IT the employee is in a leave status, on official travel, or is about
to embark on official travel scheduled prior to the time the employee
is to report for testing, the employee’s supervisor will so notify
the collection site person and the employee’s name will be returned
to the testing pool.

SPECIMEN COLLECTION PROCEDURES.

a.

In accordance with section 4(c) of Executive Order 12564, procedures for
providing urine specimens must allow individual privacy unless there is
reason to believe that a particular individual may alter or substitute
the specimen to be provided. The individual shall provide his or her
specimen in the privacy of a stall or otherwise partitioned area that
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allows for individual privacy. Direct observation shall be required only
if the:

(1) Individual has been determined, after due process requirements have
been met, to have tampered with a sample; “

(2) Temperature of a provided specimen is outside acceptable ranges;

(3) Individual has been confirmed by DOE, after due process requirements
have been met, to be a user of illegal drugs (self-identification

as discussed in Chapter 11 subparagraph 5b(2) does not meet this
requirement); or

(4) Employee supervisor determines that there may be other sufficient
reason to believe that the specimen will be altered or substituted.

h. Collection sites may be located at a government or contractor facility,
but must possess all necessary personnel, materials, equipment, facili-
ties, and supervision to provide for the collection, security, temporary
storage, and transportation of urine specimens. Appropriate waiting
areas must be available and estrom facilities must be clean, well-
lighted, and sufficiently secure to prevent compromise during the
collection and storage of urine specimens. If possible, collection
sites should not utilize public restrooms. If public restrooms must be
used, they should be clearly marked as being closed to public use
during the duration of the collection period.

c. IT the individual has not arrived at the collection site within 30
minutes of the assigned time and if the collection site is within
a reasonable travel time of the individual duty station, the
collection site person shall contact the supervisor of the individual
in order to determine whether the individual can be rescheduled for
a later time on the same day or if there is a reason for the non-
appearance. The outcome of the conversation will be noted
on the “Urine Sample Custody Document,"

d. The individual to be tested shall provide his or her specimen in the
privacy of a stall or otherwise partitioned area that allows for indi-
vidual privacy, except as provided for in subparagraph 6a. The
collection site person shall be of the same sex as of the individual to
be tested. The collection site person shall remain in the area, but
outside the stall. Toilet bluing agents shall be placed in toilet
tanks wherever possible to that the reservoir of water in the toilet
bowl always remains blue. There shall be no other source of water in
the enclosure where urination occurs. The individual shall wash and
dry his or her hands prior to urination. The individual to be tested
shall be given a disposable specimen container that has been kept at room
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temperature , asked to void into that container, and asked not to flush
the toilet. |If desired, a disposable specimen container with a wider
mouth may be used to collect the specimen and the individual to be
tested may then transfer the specimen to the regular container. The
specimen is then handed to the collection site person who will flush
the toilet and continue with the processing procedures.

e. The collection site person shall ascertain that there is a sufficient
amount of urine to conduct an initial test, a confirmatory test, and
a retest. In accordance with the mandatory guidelines published by HHS,
this amount will be considered to be at least 60 milliliters. If there
is not at least 60 milliliters of urine, additional urine will be
collected in a separate container. The individual may be given reasonable
amounts of liquid and may be given a reasonable amount of time in which
to provide the specimen required. The individual and the collection site
person must keep the specimen in view at all times. When collection is
complete, the partial specimens will be combined in a single container.
In the event that the individual fails to provide 60 milliliters of
urine, the amount will be noted on the “Urine Sample Custody Document."
In this case, the collection site person will telephone the individual *
supervisor who will determine the next appropriate action. This may
include deciding to reschedule the individual for testing, to return the
individual to his or her work site and initiate disciplinary action, or
both.

S

f. Upon receiving the specimen from the individual, the collection site
Person will measure the temperature of the specimen. Every effort
should be made to avoid possible claims of specimen contamination by
using non-intrusive methods of temperature measurement. In the event
that such methods are not feasible, a digital thermometer with a
disposable sleeve should be used. The disposable sleeve should be
kept as close to sterile as possible. The temperature measurement
should be taken within 4 minutes of the time of urination and should
be taken under the observation of both the collection site person and
the individual being tested. The temperature and the time it was taken
will be noted on the “Urine Sample Custody Document”. If the tempera-
ture of the specimen is outside the range of 32.5-37.7°C or
90.5-99.8°F, this will be considered a reason to believe that the
individual may have altered or substituted the specimen and another
specimen will be taken immediately thereafter , under direct observation.
In this case, both specimens will be forwarded for analysis. If the
individual wishes, he or she may elect to have his or her body temperature
taken orally to provide evidence to counter the reason to believe that
substitution or adulteration has taken place. If the individual’s body
temperature is in conformance with the specimen temperature, a second,
observed collection will not be made. If more than one collection is
made, all will be subject to a temperature measurement.
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g. The individual being tested should keep the specimen in view at all
times after delivering i1t to the collection site person until it
has been sealed and labeled. The collection site person shall place
a tamper-proof seal over the cap and down both sides of the container.
The individual to be tested will be asked to initial the seal where
it crosses the bottom edge of the bottle cap. An identification label
will then be securely affixed to the bottle. The label will show the
identification number of the specimen, the date, and any other infor-
mation required. The identification number must be so constructed as
to identify the collection site as well as the specific specimen (e.g.,
NM-2345 may be used to identify specimen 2345 collected at an office in
New Mexico). The individual shall be asked to sign the label on the
specimen bottle. If the individual refuses to sign or initial as
requested, the collection site person shall so note that fact on the
“Urine Sample Custody Document”.

h. The collection site person will enter the identifying information on the
collection site log. The log will contain the date, the collection site
person’s name, the specimen identification number, and any other informa-
tion that may be required.

i. The collection site person will complete the first page of the “Urine
Sample Custody Document”, including any appropriate comments, and will
sign it. The individual who has been tested will provide any written
comments he or she may wish to make and will also sign the document.

IT he or she refuses to sign the document, the site collection person

will note that fact on the document. The top copy of the document will

be given to the individual who has been tested. The sealed envelope con-
taining pertinent medical and other information will be stapled to the
remaining copy of the document which will be completed, as appropriate, by
the collection site person.
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CHAPTER 111

DEALING WITH TEST RESULTS

REPORTING. The test results must be reported to the Medical Review
Officer, in writing , within 5 working days after receipt of the specimens.
The report must contain the specimen number carried on the “Urine Sample
Custody Document," the laboratory accession number, and the results of the
drug test. All specimens negative on the initial test shall be reported
as negative. Reports may be submitted by teleprinter, facsimile, or other
electronic means or by typed or handwritten copy in a manner consistent
with the Privacy Act. A certified copy of the “Urine Sample Custody
Document”, signed by the laboratory director or laboratory certifying

official , along with test documentation shall also be sent to the Medical
Review Officer.

TEST RESULTS.

a. A confirmed positive test result does not automatically identify an
employee as a user of illegal drugs. The Medical Review Officer will
review test results to determine whether the results meet the conditions
for positive identification.

b. The Medical Review Officer may be a Departmental or contractor employee.
He or she must be a licensed physician with knowledge of substance
abuse disorders, with the appropriate medical training to interpret and
evaluate all test results together with the employee’s medical history
and other relevant biomedical information; and have detailed knowledge
of possible alternative medical explanations for positive test results.
The Medical Review Officer must review and interpret positive test
results and undertake the examination of alternate medical explanations
for that result. |If there is any question as to the veracity of the
test result, the Medical Review Officer has the authority to order a
reanalysis of the specimen. Any individual whose test results in a
determination of the use of illegal drugs may request a retest of the
initial specimen. The Medical Review Officer must order a retest in
these circumstances. The testing laboratory must provide information
to assist in this review process by employing or having available a
forensic toxicologist or someone with equal forensic experience in
urine drug testing who can be called on when consultation is required.

c. Before the Medical Review Officer certifies a positive test result (as
opposed to a determination of the use of illegal drugs) for opiates, he
or she must verify that there is clinical evidence, in addition to the
urine test, of illegal use of any opium, opiate, or opium derivative
listed in Schedules | and Il of section 802(6) of title 21 of the
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United States Code. This requirement does not apply if the Gas
Chromatography/Mass Spectrometry confirmation testing for opiates
verifies the presence of 6-0-monoacetylmorphine.

3. DETERMINATIONS OF THE USE OF ILLEGAL DRUGS.

a. The Medical Review Officer will review each confirmed positive test
result. This review may include, in addition to the review described in
paragraph 1 of this Chapter: a review of any information provided by the
employee in the sealed envelope attached to the “Urine Sample Custody
Document™”; an employee medical interview; review of employee medical
history; or the review of any other relevant biomedical factors.

h. In the event that the Medical Review Officer determines that there is a
legitimate medical explanation for the confirmed positive test result
and deems that the result is consistent with legal drug use, the Medical
Review OFficer will certify that the test results do not meet the condi-
tions for a determination of the use of illegal drugs.

c. In the event that the Medical Review OFficer deems the result to be
scientifically insufficient, based on his or her review of inspection
reports, quality control data, multiple samples, and other pertinent
results, he or she will certify that the test results do not meet the
conditions for a determination of the use of illegal drugs.

d. In the event that a false positive occurs on a blind proficiency test
within 2 weeks of the date the specimen was submitted to the laboratory,
and if there is insufficient urine to conduct a retest on a specimen that
was confirmed positive, the Medical Review Officer will certify that the
test results do not meet the conditions for a determination of the use of
illegal drugs.

4.  NOTICES.

a. Determination of the Use of Illegal Drugs.

(1) The Medical Review Officer shall issue a notification to the employee
or applicant. In the event that the “Urine Sample Custody Document”
identifies the test as being random or based on reasonable Suspicion
or an occurrence, notifications shall be sent to the EAP Coordinator
and the employee’s supervisor. The notifications will be in the form
of standard notices which, at a minimum, must include the information
described in paragraphs 4a(4)(a), 4a(4)(b) and 4(a)(4)(c) of this
Chapter.

(2) The EAP Coordinator’s notification must include the name of
the individual whose specimen has met the conditions for a
determination of the use of illegal drugs.
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(3) In addition to the results of the test, the supervisor must be
informed of the appropriate regulations and policies regarding the
confidentiality of this information and the name and telephone
number of the appropriate EAP Coordinator.

(4) The notification to the employee must contain the following:
(a) The results of the test.

(b) Information that the employee may request a retest of the
specimen at the same laboratory or at any other certified

laboratory. 1T the test is to be conducted at another
laboratory, the cost of transporting and testing the specimen
will be the responsibility of the employee. If the retest
results do not meet the conditions established in the HHS

Guidelines, the test results will be certified as not meeting
the conditions for a determination of the use of illegal drugs.

(c) Information that the employee has the opportunity to obtain
rehabilitation at the employee’s expense. The name and
telephone number of the EAP Coordinator also must be included
and the employee must be told that the EAP Coordinator will be
contacting the employee.

(d) Information that the employee’s supervisor will contact the
employee regarding other actions, including continuation of
the employee in his or her current position or duties.

b. If a determination of the use of illegal drugs is not made, the employee,
the employee’s supervisor, and the EAP Coordinator will be informed as
provided by paragraphs 4a(2), 4a(3), and 4a(4)(a) of this Chapter.

5. RESPONSE TO A DETERMINATION OF THE USE OF ILLEGAL DRUGS.

a. Supervisors are reminded of their responsibilities under DOE 5631.2B,
upon receipt of information which may affect an employee’s continuing
eligibility for DOE access authorization.

b. In accordance with the terms of Executive Order 12564, Section 5(d) (2),
an agency must initiate action to remove any employee who has been
found, on the basis of a drug test, to have used illegal drugs and has
been found, on the basis of a second test, not to have refrained from
such use. Therefore, any options that follow may be exercised only in
the event of a first determination of the use of illegal drugs.

Cc. The supervisor must consult with the EAP Coordinator and the servicing
personnel officer in order to obtain the appropriate advice and guidance
prior to initiating any action.
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A supervisor shall make decisions in three separate areas. These are:

(1) Removal from Sensitive Duties.

(a) The employee must immediately be removed from his or her

sensitive duties. He or she may be returned to those duties if
the supervisor determines that such a return will not adversely
affect the public health and safety or the national security
and if the Head of the Field Organization, the Inspector
General, or the Deputy Director of Administration, as appro-
priate, concurs in that determination.

(b) If the decision is made not to return the employee to sensitive

duties at this time, the supervisor may reassign the employee
to perform non-sensitive duties or may realign the employee’s
current duties so that no sensitive duties are involved.

(c) Every effort will be made to continue an employee who is

removed from sensitive duties in a pay status while he or
she is undergoing rehabilitation. If this cannot be done
at the employee’s regular duty station, efforts will be made
to effect a temporary reassignment or other accommodation.

(2) Leave Status.

(a) The employee may not be placed on enforced leave. At the

employee’s request, the supervisor may place the employee on
leave or leave without pay.

(b) The supervisor may grant up to 10 days of administrative leave,

in accordance with the provisions of DOE 3750.1, WORK FORCE
DISCIPLINE. In the event that an extension is desired or
necessary (e.g., if an adverse action is required and the
employee cannot be placed in non-sensitive duties during the
notice period), concurrence must be obtained from the Director

of Personnel.

(3) Disciplinary Actions.

(a) The supervisor will initiate appropriate disciplinary or

adverse action based on the use of illegal drugs in
conformance with DOE 3750.1, the Rehabilitation Act of
1973, and implementing regulations in 29 CFR, Part 1600.

(b) Disciplinary action for the use of illegal drugs does not

preclude initiating a disciplinary action for conduct which may
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have led to a drug test-under the provisions of Chapter 1,
paragraph 2c(1) or 2c(3).

(c) If the action proposed is an indefinite suspension pending the
employee’s release from treatment or identification of an
appropriate reassignment, the proposing official must notify
the employee of the specific event that would terminate the
suspension.

(d) If an adverse action is proposed and the proposing official has
reasonable cause to believe” that the employee has-committed a
crime for which imprisonment may be proposed. the “crime
provision” may be invoked and the notice period curtailed in
accordance with DOE 3750.1, WORK FORCE DISCIPLINE.

e. If the determination of the use of illegal drugs resulted from ,
test obtained under the provisions of Chapter I, paragraph 2a (random
testing based on sensitive duties), the employee must choose one of the
alternative courses of action listed below. Failure to follow through
on one of the courses of action may subject the employee to adverse
action under the terms of DOE 3750.1, WORK FORCE DISCIPLINE.

(1) Obtain the counseling and appropriate rehabilitation suggested by
the EAP Coordinator and execute a “Drug Use Acknowledgement” form
stating that the employee will refrain from further use of illegal
drugs and that the agency may conduct an unannounced, observed
urinalysis test (in addition to any test scheduled in accordance
with Chapter 1) to verify that the employee is abstaining from
such use during the 12-month period following the conclusion of
the rehabilitation program;

(2) Obtain counseling and appropriate rehabilitation other than

that suggested by the EAP Coordinator, and execute a “Drug Use
Acknowledgement” form stating that the employee will refrain

from further use of illegal drugs and that the agency may
conduct an unannounced, observed urinalysis test (in addition

to any test scheduled in accordance with Chapter 1) to verify
that the employee is abstaining from such use during the 12-month
period following the conclusion of the rehabilitation program;

(3) Execute a “Drug Use Acknowledgement” form stating that the employee
will refrain from further use of illegal drugs and that the agency
may conduct an unannounced, observed urinalysis test (in addition
to any test scheduled in accordance with Chapter 1) to verify that
the employee is abstaining from such use during the 12-month
period following the execution of such certification; or

(4) Resign from Federal service.
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f. If the determination of the use of illegal drugs resulted from a test
obtained under the provisions of Chapter 1, paragraph 2b (volunteers),
the employee may elect option 5e(1), 5e(2), or 5e(4) but may not elect
option 5e(3) of this Chapter.

g. If the determination of the use of illegal drugs resulted from a test
obtained under the provisions of Chapter 1, paragraphs 2c(l) (occurence)
or 2c(3) (reasonable suspicion), the employee will be informed of his or
her options at that time.

h. If the determination of the use of illegal drugs resulted from a test
obtained under the provisions of Chapter 1, paragraph 2d, (applicant) the
Individual will not be selected for the position in question and will be
referred for rehabilitation. Test results will not be shared with
supervisory personnel.

i. If the employee encumbers a sensitive position or has volunteered to be
included in the testing pool and elects to undergo a period of rehabili-
tation, the EAP Coordinator will remove that employee’s name from the
testing pool for the duration of the period of rehabilitation.

6. RETURN TO SENSITIVE DUTIES.

a. The determination as to when the employee may be returned to duty follow-
ing rehabilitation will be made by the-supervisor. This determination
requires concurrence by the Head of the Field Organization, Inspector
General, or Deputy Director of Administration, as appropriate.

b. If the employee encumbers a sensitive position and has undergone a period
of rehabilitation, the employee must provide the EAP Coordinator with
certification that he or she has successfully completed the course of
rehabilitation. The head of the rehabilitation program or other source
must certify to the EAP Coordinator that the employee has been subjected
to a urinalysis that has resulted in a negative determination. This
urinalysis need not meet the criteria for testing contained in this Order
and will not be used, in and of itself, as a basis for disciplinary
action. No additional drug tests may be performed as a condition of
returning to sensitive duties.

7. FEOLLOW-UP ACTIONS.

a. |If the employee has undergone a period of rehabilitation during which his
or her name has been removed from the testing pool, the EAP Coordinator
will assure the reinstatement of the employee’s name in the pool after
receiving the certification described in paragraph 6b of this Chapter.
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b. The fact that an employee has tested positive for the use of illegal
drugs or has undergone a period of rehabilitation will not, in and of
itself, be used as grounds for testing under the provisions of Chapter 1,
paragraph 2c(3) (reasonable suspicion).










V-1

DOE 3792.3

7-29-88

CHAPTER 1V

APPEALS AND REVIEW PROCEDURES

1. GENERAL PROVISIONS.

a.

All actions taken pursuant to this chapter must be in conformance with
the provisions of title 5, U.S.C., chapter 75; Title 5, CFR, Part 752;
DOE 3750.1 and applicable agreements negotiated between management and
exclusive representatives of bargaining unit employees.

This chapter does not cover actions related to the use of legal drugs
and/or actions based upon management’s determinations that an employee

is unable to perform his or her job because of physical or mental dis-
ability. Neither does the chapter cover actions related to an employee’s
arrest or criminal conviction for the use, possession, or sale of illegal
drugs.

c. To the fullest extent possible, grievance and appeal procedures described

in DOE 3771.1, DOE 3750.1, and negotiated agreements will be used to
obtain review of actions taken under this chapter.

2. COVERAGE .
a. Employees.

b.

(1) All employees in the competitive service and preference eligibles
in the excepted service who have one year of current continuous
service are covered by the procedures described in this chapter.
The exceptions and options created by the existence of negotiated
agreements are listed in paragraph 4c.

(2) Non-preference eligibles in the excepted service may not appeal
adverse actions taken against them to the Merit Systems Protection
Board. If in a bargaining unit, they are limited to the negoti-
ated grievance procedure.

(3) Members of the Senior Executive Service and employees appointed
under Schedule C of the excepted service are excluded from
coverage of DOE 3750.1, WORK FORCE DISCIPLINE and 3771.1,
GRIEVANCE POLICY AND PROCEDURES.

Applicants.

(1) Non-Federal applicants for Federal employment are covered by the pro-
cedures described in this chapter only if a determination is made
that the applicant is unsuitable for Federal employment under the
provisions of Title 5, CFR, Part 73l.
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(2) Federal employees in non-sensitive positions who apply for positions
under this Order may grieve actions or events in conformance with
the applicable grievance procedure. As in all grievance procedures,

the applicant may not grieve non-selection for a position;

Volunteers. Employees who volunteer to have their names included in the

TDP pool do not waive any rights to request review, grieve, or appeal as

described in this chapter.

3.  REQUESTING REVIEW, GRIEVING, OR APPEALING SPECIFIC EVENTS.

a.

Drug Testing Process. There may be points in the drug testing process

at which the employee believes that there is cause to complain about the
effects of the drug testing process on the employee. However, the
employee must not resort to “self help,” that is, refuse to participate
in the process, but must, instead, proceed with the process and complain
at a later time. By proceeding with the process, the employee does not
waive any rights to request review, grieve or appeal.

Actions Resulting from Positive Test Results. After receiving test

results confirming that an employee has used illegal drugs, management
must initiate disciplinary action against that employee and must-relieve
that employee from duties associated with any sensitive position. When

management undertakes any of these actions, the employee must be informed
of the grievance or appellate procedures available to him or her.

4. RECONSIDERATION REQUEST/GRIEVANCE/APPELLATE PROCEDURES.

a.

Written Request for Review/Reconsideration/Retest.

(1) Any communication related to drug testing that places requirements
on an employee will include procedures for obtaining review of those
requirements.

(2) Any notification to an employee or applicant of a determination
of the use of illegal drugs will include procedures for obtain-

ing a retest.

(3) Al 1 requests for review or retest must Include a copy of the
document triggering the review request, a description of the
specific events or processes in question, a description of the
specific measures the requestor wishes enacted, and the
requestor’s telephone number. The request must be submitted
to the Head of the Field Organization, the Inspector General,
or the Deputy Director of Administration, as appropriate.
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(4) Failure to request review or retest does not constitute a
waiver of rights to grieve or appeal disciplinary actions
taken as a result of positive test results or actions
undertaken further in the testing process.

b. Administrative Grievance Procedures. The administrative grievance
procedure is available to non-bargaining unit employees who wish to ~
grieve management actions regarding their employment. Such actions
may include non-disciplinary actions as well as disciplinary actions
up to and including a 14-day suspension.

c. Negotiated Grievance Procedures. Negotiated grievance procedures
are available to bargaining unit employees whose exclusive representa-
tive has negotiated an agreement with DOE management that covers the
actions being grieved. Those actions may include non-disciplinary
actions as well as all disciplinary and adverse actions. Under
Title 5, U.S.C., chapter 71, a bargaining unit employee subjected to
an adverse action may choose either the negotiated grievance procedure
or the appellate procedure before the Merit Systems Protection Board.
Further, a bargaining unit employee may use either the EEO complaint
procedure, 1if alleging discrimination related to the testing process or
to actions resulting from the process, or the negotiated grievance
procedure, but not both.

d. Appellate Procedures. Employees in the competitive service,
preference eligibles iIn the excepted service who have one year of

current continuous service who have been subjected to adverse actions,
and applicants determined to be unsuitable for Federal service may
appeal these actions or determinations to the Merit Systems Protection
Board.
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CHAPTER V

INFORMATION SYSTEMS AND RECORDKEEPING

1. CONFIDENTIALITY OF INFORMATION.

a. As part of the drug testing procedure, the individual must provide
written consent to disclose confirmed positive test results to the
Medical Review Officer. This consent must be obtained prior to the
test itself. Consequently, refusal to consent to release of this
information will be considered a refusal to take the test. Executing
the consent form does not constitute a waiver of the individual’s

rights to protection from unauthorized disclosure of the information
described on the form.

b. Records of the identity, diagnosis, prognosis, or treatment of any
patient that are maintained in connection with performance of a drug

abuse prevention program must be maintained in accordance with
DOE 3792.1 and other implementing regulations.

c. Records regarding illegal drug use must be maintained in conformance
with DOE 3750.1, the Privacy Act (Title 5, U.S.C, Section 552a), and
local negotiated agreements.

d. Any other disclosure may be made only with the written consent of the
individual

2. _INFORMATION SYSTEMS.

a. Random Test Pool.

(1) The random test pool shall be maintained by the Departmental Drug
Testing Program Manager. Once the Secretary has approved testing
designated positions, the Drug Testing Program Manager will be
responsible for entering the appropriate information into the
data system. This information will include information identifying
the position designated for inclusion (title, series, organizational
and geographic location, and position identification number),
Information identifying the incumbent who will be subject to
random drug testing (name and mailing address), and information
identifying the supervisor and EAP Coordinator who must be notified
when testing is scheduled (names and mailing addresses).

(2) The Departmental Drug Testing Program Manager will be the only
individual who has access to the entire random test pool data system.
Each EAP Coordinator will have access to a random test pool EAP
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subfile that relates to his or her organization. This subfile will
allow the EAP Coordinator to arrange for temporary deletion and
reinstatement of the names of any individuals who are undergoing
rehabilitation for illegal drug use.

Based on approved percentages of individuals to be tested, a random
selection of individuals in the testing pool will be made. A compu-
ter-generated list of individuals to be tested will be sent to the
EAP Coordinator responsible for servicing those employees” organiza-
tional elements. A computer generated notice of scheduling for
testing will be sent to each employee, and a copy of that notice
will go to the appropriate supervisor. All lists and notices will
be sent in “Eyes Only” envelopes. A summary of the total number of
individuals to be tested at each organization will be put into the
Drug-Free Federal Workplace Drug Testing Summary database.

Drug-Free Federal Workplace Drug Testing Summary.

(1) A centralized, computerized file of the outcome of all drug tests

performed at DOE will be maintained by the Departmental Drug Testing
Program Manager. None of the information contained in this system
will identify specific individuals.

(2) The Medical Review Officer will submit periodic information to be

determined by the Departmental Drug Testing Program Manager.

RECORD RETENTION. All records, including initial test records and

chromatographic tracings, shall be retained by the laboratory in such a manner
as to allow retrieval of all information pertaining to the individual urine
specimens for a minimum period of 2 years after completion of testing of any
given specimen.





U.S. Department of Energy PAGE CHANGE
Washington, D.C. |

DOE 3792.3 Chg 1 |

8-21-92
SUBJECT: DRUG-FREE FEDERAL WORKPLACE TESTING IMPLEMENTATION PROGRAM
1. PURPOSE. To transmit revised pages to DOE 3792.3, DRUG-FREE FEDERAL
WORKPLACE TESTING IMPLEMENTATION PROGRAM, of 7-29-88.
2. EXPLANATION OF CHANGE. To make editorial revisions to reflect only

organizational title and routing symbol changes required by Notices in
the SEN-6 series. No substantive changes have been made at this time.
However, this Order will undergo substantive changes in the near future.
If you have any questions about specific provisions of the Order, please
consult appropriate staff members in the Office of Personnel.

3. FILING INSTRUCTIONS.
a. Remove Page Dated Insert Page Dated
1 and 2 7-29-88 1 8-21-92
7-29-88
5 thru 9 (and 10) 7-29-88 5 thru 9 (and 10) 8-21-92
I-1 and 1-2 7-29-88 8-21-92
12 7-29-88
1-5 (and 1-6) 7-29-88 1-5 and 1-6) 8-21-92
I1-1 and 11-2 7-29-88 -1 8-21-92
-2 7-29-88
111-3 thru 111-6 7-29-88 11-3 7-29-88
11-4 8-21-92
11-5 7-29-88
111-6 8-21-92
IV-1 and 1V-2 7-29-88 V-1 7-29-88
1v-2 8-21-92
V-1 and V-2 7-29-88 V-1 8-21-92
V-2 7-29-88
b. After filing the attached pages, this transmittal may be
discarded.

BY ORDER OF THE SECRETARY OF ENERGY:

DOLORES L. R0OzZI1
Director of Administration
and Human Resource Management

DISTRIBUTION: INITIATED BY:
All Departmental Elements Office of Personnel










U.S. Department of Energy ORDER

Washington, D.C.
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7-29-88
Change 1: 8-21-92

SUBJECT: DRUG-FREE FEDERAL WORKPLACE TESTING IMPLEMENTATIO

PROGRAM

1. PURPOSE. To provide guidance and policy for the administration, application
and implementation of laws, Executive orders, civil service regulations,
mandatory guidelines, the Department of Energy (DOE) Drug-free Federal
Workplace Plan and other regulations that facilitate the maintenance of a
drug-free Federal workplace through the establishment of programs to test for
the-use of illegal drugs.

2. REFERENCES.

a.

DOE 3630.1B, LEAVE ADMINISTRATION, of 12-31-86 which provides guidance
and DOE policy on the use of leave.

DOE 3750.1, WORK FORCE DISCIPLINE, of 3-23-83, which provides guidance
and DOE policy on adverse and disciplinary act ens.

DOE 3771.1, GRIEVANCE POLICY AND PROCEDURES, of 7-2-81, which contains
information on the Departmental grievance procedures.

DOE 3792.1A, EMPLOYEE ASSISTANCE PROGRAM, of 5-18-92, which describes
the Departmental employee assistance program.

DOE 5484.1, ENVIRONMENTAL PROTECTION, SAFETY, AND HEALTH PROTECTION
INFORMATION REPORTING REQUIREMENTS, of 2-24-81, which prescribes
reporting requirements for various types of occurrences.

DOE 5631.2B, PERSONNEL SECURITY PROGRAM, of 5-18-88, which describes
supervisors’ responsibilities under the personnel security program.

Federal Personnel Manual (FPM) Chapter 731, Personnel Suitability, and
FPM Chapter 732, Personnel Security, which describe position
sensitivity.

FPM Chapter 751, *“Discipline”, which describes procedures to be used in
dealing with conduct problems.

FPM Chapter 792, “Federal Employees Health and Counseling Programs”,
which describes the drug testing program and employee assistance
program.

issued by the Department of Health and Human Services (HHS) and
“‘maintained by the Office of Personnel, which describes guidelines and
certification procedures for Federal drug testing programs.

DISTRIBUTION:

INITIATED BY:

All Departmental Elements Office of Personnel
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Executive Order 12564, of 9-15-86, which provides for drug testing
programs.

Executive Order 12356, of 4-2-82, which prescribes system for

classifying, declassifying, and safeguarding national security
information.

Executive Order 10450, of 4-27-53, which provides security requirements
for government employment.

Title 5 U.S.C., section 8331(20), which identifies law enforcement
officers.

Title 5, U.S.C., section 552a, which contains instructions regarding the
disclosure of information.

Title 5, U.S.C., sections 2104 and 2105, which contain definitions of
officers and employees.

Title 21 U.S.C., section 802(6), which identifies controlled substances.

Title 42, CFR, part 2, which discusses maintaining the confidentiality
of treatment records.

Title 29, CFR, part 1600, which implements the Rehabilitation Act of
1973.

The Rehabilitation Act of 1973, which addresses agency development of
reasonable accommodation procedures for handicapped employees.

Local agreements negotiated between management and exclusive
representatives of bargaining unit employees.

Department of Energy Drug-free Federal Workplace Plan, approved by the
Department of Justice and certified to Congress by the Secretary,
Department of Health and Human Services, on 4-27-88. The Plan, required
by title 5, U. S. C., section 552, describes the actions that will be
taken to comply with Executive Order 12564 and is the basis for this
Order. T

POLICY.

a.

DOE shall participate in the Federal effort to achieve workplaces free
of illegal drug use through a program designed to offer users of illegal
drugs a helping hand and, at the same time, demonstrate that illegal
drugs will not be tolerated in the Federal workplace.

The sale, use, or possession of illegal drugs, whether on or off duty,
is not consistent with Federal employment and may be grounds for
disciplinary action, up to and including removal.
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J. Testing Designated Position. A position that has been placed in the
random drug testing pool because the position meets at least one
definition of “sensitive position” in E.O0. 12564 and the position
directly affects the national security, public safety, or public health.

5. RESPONSIBILITIES .
a. Secretary.

€)) Provides general policy direction for the DOE drug-testing
program;

(2) Approves or disapproves requests to include or exempt certain

positions or groups of positions from the drug testing program;
and

(3) Determines the percentage of employees to be tested under the
provisions of Chapter I.

b. Assistant Secretary for Environment. Safety and Health submits requests
for laboratory certification to the Director of Administration and Human
Resource Management.

C. General Counsel. Provides advice and assistance to Departmental

managers, program officials, and the Inspector General regarding actions
taken relating to the DOE drug testing program.

d. Chief Financial Officer. Ensures that adequate funds are requested for
conducting required drug testing programs, including reimbursing
applicants for reasonable expenses incurred in travel to a drug testing
facility, and to support the Employee Assistance Program.

e. Director of Administration and Human Resource Management ensures that
the Department’s drug testing program is operated in an objective manner
and is based on concepts of efficiency and mission support, and shall:
(1) Develop, implement, and administer the DOE drug testing program;

@) Provide for quarterly inspection of testing laboratories and take
appropriate action based on the results of such inspections;

3) Recommend approval or disapproval of requests to exempt certain
positions or groups of positions from the drug testing program;

(4) Concur in requests to require an employee to undergo a test under

the reasonable suspicion provision, as identified in Chapter 1,
paragraph 2c(3), more than once in a 12-month period;

Vertical line denotes change.
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(5) Request approval from the Secretary of Health and Human Services,
to use alternative test methods, test levels, or to include
additional drugs or classes of drugs in the test;

(6) Approve requests for exceptions to this directive;

@ ldentify a Medical Review Officer as defined in the Mandatory
Guidelines for Federal Workplace Drug Testing Programs; and

(8) Carry out the responsibilities described in subparagraph f, below,
for Headquarters.

f. Heads of Field Elements and the Inspector General.

(1) Determine when an occurrence requiring notification within 72
hours shall lead to drug testing of involved employees;

(2) Concur in a determination by a supervisor that an employee who has
been determined to have used illegal drugs should be returned to
sensitive duties;

(3  Concur in a determination that the “reasonable suapicion” criteria
for drug testing have been met; and

(4) Approve administrative leave in accordance with Chapter 111,
paragraph 5d(2), up to 10 days. Requests for longer periods must
have the concurrence of the Director of Personnel.

g. Director of Personnel.

1) Develops, promulgates, implements, and provides advice on
policies. standards. and procedures concerning the DOE druqg
testing program, consistent with appl icable civil service Taws and
regulations;

2) Maintains liaison with the Office of Personnel Management,
Departments of Health and Human Services and Justice, and other
organizations on drug testing policy as well as other
personnel-related matters;

3) Evaluates the effectiveness of the DOE drug testing program;

%) Provides staff personnel to sit on the Position Designation Board;

5) Designates the Departmental Drug Testing Program Manager; and

(6) Concurs in requests for administrative leave in excess of 10 days
in accordance with Chapter 111, paragraph 5d(2)(b).

Vertical line denotes change.





DOE 3792.3 Chg 1 7

8-21-92
h.

Vertical

Medical Review Officer.

(1) Complies with the guidelines for Federal drug testing programs
promulgated by the Department of Health and Human Services;

(2) Receives and reviews drug test results for the purpose of
determining use of illegal drugs;

3) Assures that an individual who has been tested positive has been
afforded an opportunity to justify the test result;

%) Issues appropriate notices of determinations based on drug test
results, consistent with confidentiality requirements; and

(5) Reports summaries of all activities and findings on a regular

Employee Assistance Program Coordinators.

€)) Execute the responsibilities described in DOE 3792.1A, EMPLOYEE
ASSISTANCE PROGRAM.

(2) Assure the removal and, if subsequently warranted, the
reinstatement of the names of employees in the random drug testing
pool; and

3) Administer the execution of a “Drug Use Acknowledgement” form as
described in Chapter IlI, paragraph 5d.

Departmental Drug Testing Program Manager.
(1) Manages the drug testing pool by:

€)) Issuing guidance describing categories of positions to be
included in the drug testing pool;

(b) Requesting submission of position nominations for testing
designated positions; and

(© Chairing the Departmental Position Designation Board.
(2) Manages information systems related to the Order by:

€)) Overseeing the automated system which randomly selects
employees from the drug testing pool;

(b) Assembling and maintaining statistical information related
to drug testing results; and

line denotes change.
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(c) Maintaining written inspection reports generated in
accordance with paragraph 5e(2) above.

Issues notices to employees, including:

(a) General informational notices to all employees 60 days prior
to the initiation of testing;

(b) Annual reminder notices to all employees;

(c) Specific notices to employees whose positions have been
designated as TDP’s; and

(D) Individual notices of test schedule and location.

Managers and Supervisors.

)

)

©)

4)

®)

(6)

™

Direct an employee to submit a urine specimen for testing if, in
the view of the manager or supervisor, the appropriate authority
under paragraph 5h, and, if needed, the Director of Administration
and Human Resource Management, the “reasonable suspicion” or
“occurrence” criteria for drug testing have been met;

Respond to grievances related to the drug testing program in
accordance with DOE 3771.1, GRIEVANCE POLICY AND PROCEDURES, or
local negotiated agreements;

Consult with the Employee Assistance Program Director and the
servicing personnel office prior to taking actions following the
determination of an employee’s use of illegal drugs;

Make and implement a series of decisions on removal from sensitive
duties, leave, and discipline subsequent to a first-time
determination of an employee’s use of illegal drugs;

Initiate separation action against an employee if that employee is
determined on the basis of a second confirmed positive drug test
to have used illegal drugs;

Make the initial recommendation that an employee who had been
removed from sensitive duties may be returned to those duties; and

Make the decision as to whether direct observation will be
required, as provided for in Chapter Il, paragraph 6a.

line denotes change.
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€)) Provide day-to-day advice and guidance to managers and supervisors
on matters relating to the DOE drug testing program;

@) Perform all phases of technical operational support to
organizational units serviced in order to ensure that the
provisions of this Order and other related Orders are followed
consistently; and

3) Provide input to appropriate data systems (e.g., PAY/PERS) in
order to ensure the accuracy of such systems.

BY ORDER OF THE SECRETARY OF ENERGY:

DOLORES L. ROZZI
Director of Administration
and Human Resource Management

Vertical line denotes change.
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CHAPTER 1
APPLICABILITY
1. GENERAL PROVISIONS.

a. The determination as to whether an employee will be subject to drug
detection urinalysis may be based either on the nature of the position
the employee encumbers or upon factors personal to that employee such as
a past history of the use of illegal drugs, a request for voluntary
inclusion in the drug testing program, involvement in an occurrence, or
actions that create a reasonable suspicion of the use of illegal drugs.

b. Once an employee volunteers for, or a determination has been made that
an employee will be subject to, drug testing based on the nature of the
position the employee encumbers, the selection for testing will be done
on a random basis with procedures taken to ensure that the process is
not arbitrary, capricious, or discriminatory. No employees in the drug
testing pool will be exempt from testing, except as provided for in
Chapter 11, paragraph Ib.

C. The determination as to which specific positions will be designated as
testing designated positions will be made in the following manner:

(€] As needed, the Departmental Drug Testing Program Manager will
issue guidance describing the categories of positions that are to
be included in the drug testing pool and will request the
submission of nominations for testing designated positions.

2 TDP subgroups will be differentiated between positions in each
category based on their relative potential for adverse impact on
the public health and safety and the national security.

Incumbents of positions that have greater potential for adverse
impact may be subject to more frequent testing than incumbents of
positions with less potential for adverse impact. However,
increased frequency may also be the result of a determination to
test a higher percentage of incumbents in a given category.

®3) Nominations will be reviewed and recommendations for approval or
disapproval will be made by a Departmental position designation
board that will consist of a staffing specialist, an employee
relations specialist, a position classification specialist, an
Employee Assistance Program representative, a representative of
the Office of Security Affairs, and the Departmental Drug Testing
Program Manager. The Board will be chaired by the Departmental
Drug Testing Program Manager. The Board will recommend the
designation of a position as a testing designated position and the
inclusion of a position in a given subgroup.

Vertical line denotes change.
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(4) The final approval of testing designated positions inclusions and
subgroups will be made by the Secretary.

Initially, a fixed percentage of testing designated positions will be
tested each year. The Secretary may determine that a number greater or
lesser than the initial percentage will be tested at any time.
Statistical information will be retained to determine the percentage of
confirmed positive tests obtained. This information will be one of the
factors used in determining whether testing should be increased or
decreased.

Any employee who believes that his or her duties do not involve
performance of the sensitive tasks ascribed to the position in that
position’s nomination, or that the procedures used to nominate were
misapplied, may file a grievance pursuant to the provisions of DOE
3771.1, GRIEVANCE POLICY AND PROCEDURES, or negotiated local agreements,
as applicable.

In the event that the percentage of employees to be tested results in a
less than whole number, the number will be rounded down; that is, if 25
percent of the employees in a group are to be tested and if the group
consists of 33 employees, a total of 8 employees will be tested.

The Departmental Drug Testing Program Manager will provide for a
periodic review of all testing designated positions to ensure that they
continue to meet the conditions for inclusion.

POSITIONS TO BE TESTED. The following categories of positions may be subject

to testing:
a. Sensitive positions, as described in E.O0. 12564 and further defined by

the Departmental Drug Testing Program Manager. Initially, positions will
be included only if they are covered by categories 1 through 5 and
directly affect the public health, public safety, or national security.
Categories 1 through 5 are described in E.O. 12564 as follows:

€)) Category 1.

(@) Chapter 731 Designation. Covers all employees whose
positions have been designated Special-Sensitive,

Critical-Sensitive, or Noncritical-Sensitive.

() EQ 10450 Designation. Covers employees with sensitive
designations under E.O. 10450 who must be investigated.
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(@) The Head of the Departmental Element must concur in a
finding of reasonable suspicion.

(h) If an employee has been required to undergo testing under
the reasonable suspicion provision and the test results are
negative, that employee may not be required to undergo
testing under the reasonable suspicion provision during the
next 12-month period without the concurrence of the Director
of Administration and Human Resource Management.

(©) Determinations made in conformance with definitions on page
4, paragraph 4f(1) or 4f(2), (reasonable suspicion based on
observable phenomena or a pattern of abnormal conduct or
erratic behavior) should rely on material contained in FPM
chapter 751 as a guide.

()] Patterns of approved leave usage may not be used to support
a finding of reasonable suspicion.

d. Applicants. Only applicants who have been tentatively selected for a
specific testing designated position will be tested.

DRUGS FOR WHICH RANDOM TESTING WILL BE PERFORMED.

a. Random testing will be performed to identify the use of the following
drugs or classes of drugs:

(1) Marijuana;
@) Cocaine;
(3) Opiates;
4 Phencyclidine; and
(5) Amphetamines.
b. Testing may also be performed for other drugs or classes of drugs in

accordance with any agreement made between DOE and the Secretary of
Health and Human Services.

Vertical line denotes change.
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CHAPTER 11

ADMINISTRATIVE PROCEDURE

1. POSITIONDESIGNATION FOR RANDOM TESTING.

a.

a.

In accordance with Chapter 1, paragraph lb, all testing designated
positions will be subject to testing, unless exempted as provided for in
Chapter 11, paragraph Ib.

The Head of a Departmental Element may submit a request to the Director
of Administration and Human Resource Management to exempt certain
positions described in Chapter 1, paragraph 2a, from drug testing on the
basis of hardship due to the remote location of the duty station, the
unavailability of onsite testing personnel, or the lack of an
appropriate site for test administration. The Director of
Administration and Human Resource Management will review the request for
appropriateness and possible inconsistencies with other Departmental
elements and will recommend approval or disapproval of the request to
the Secretary. The Secretary will determine whether or not to exempt
the position or positions from the program.

The Departmental Drug Testing Program Manager will provide the
opportunity, on at least an annual basis, for Heads of Departmental
Elements to nominate positions as testing designated positions or to
recommend the elimination of positions already designated as testing
designated positions.

The Departmental Drug Testing Program Manager is responsible for
inputing identifying information as described in Chapter V, paragraph
2a(1l), into the random test pool database.

GENERAL NOTICES.

A notice must be issued to all employees by the Departmental Drug
Testing Program Manager at least 60 days prior to the initiation of
testing and must contain, at a minimum, the following:

(&) A statement of the DOE policy, as delineated on page 2, paragraph
3, regarding the use of” illegal drugs and the purpose of-the drug
testing program;

(2) That counseling and rehabilitative assistance are avai lable
through the Employee Assistance Program;

Vertical line denotes change,
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(3) When actual testing will commence;
(4) Requirements for Testing Designation Positions;
(5) The general testing parameters;

(6) A copy of DOE 3792.3, DRUG-FREE FEDERAL WORKPLACE TESTING
IMPLEMENTATION PROGRAM;

@) Information that a separate Notice will be sent to individuals who
occupy testing designated positions and to any others selected for

testing under the provisions of Chapter |, paragraphs 2b or 2c;
and

(8) That the Plan will include both voluntary and mandatory testing.

b. On an annual basis, a reminder notice will be issued by the Departmental
Drug Testing Program Manager to all employees containing, at a minimum
the DOE drug policy statement.
3. SPECIFIC NOTICES.
a. At least 30 days prior to being incl uded in the pool, any employee who

encumbers a testing designated-position or who has volunteered to e
included in the testing pool, will be sent a specific written notice by
the Departmental Drug Testing Program Manager.” The notice must contain,
at a minimum, the following:

(1) The reason for the inclusion of the position as a testing
designated position (i.e., identification of the appropriate
Chapter 1, paragraph 2a category);

(2) The employee’s opportunity to voluntarily identify himself or
herself as a user of illegal drugs, willing to undertake
counseling and, as necessary, rehabilitation. In such cases,
disciplinary action is not required. The decision whether to
discipline a voluntary referral will be made by the Secretary or
his or her designee on a case-by-case basis depending on the facts
and circumstances. Although an absolute bar to discipline cannot
be provided for certain positions because of their extreme
sensitivity, the Department, in determining whether to discipline,
shall consider that the employee has come forward voluntarily;

(3) The availability of drug abuse counseling and referral services,
including the name and telephone number of the local Employee
Assistance Program counselor;
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3 In addition to the results of the test, the supervisor must be
informed of the appropriate regulations and policies regarding the
confidentiality of this information and the name and telephone
number of the appropriate EAP Coordinator.

(4) The notification to the employee must contain the following:
€)] The results of the test.

() Information that the employee may request a retest of the
specimen at the same laboratory or at any other certified
laboratory. IT the test is to be conducted at another
laboratory, the cost of transporting and testing the
specimen will be the responsibility of the employee. If the
retest results do not meet the conditions established in the
HHS Guidelines, the test results will be certified as not
meeting the conditions for a determination of the use of
illegal drugs.

(c) Information that the employee has the opportunity to obtain
rehabilitation at the employee’s expense. The name and
telephone number of the EAP Coordinator also must be
included and the employee must be told that the EAP
Coordinator will be contacting the employee.

(d) Information that the employee’s supervisor will contact the
employee regarding other actions, including continuation of
the employee in his or her current position or duties.

b. IT a determination of the use of illegal drugs is not made, the
employee, the employee’s supervisor, and the EAP Coordinator will be
informed as provided by paragraphs 4a(2), 4a(3), and 4a(4)(a) of this
Chapter.

5. RESPONSE TO A DETERMINATION OF THE USE OF ILLEGAL DRUGS.

a. Supervisors are reminded of their responsibilities under DOE 5631.2B,
upon receipt of information which may affect an employee’s continuing
eligibility for DOE access authorization.

b. In accordance with the terms of Executive Order 12564, Section 5(d) (2),

an agency must initiate action to remove any employee who has been
found, on the basis of a drug” test, to have used illegal drugs and has
been found, on the basis of a second test, not to have refrained from
such use. Therefore, any options that follow may be exercised only in
the event of a fTirst determination of the use of illegal drugs.

The supervisor must consult with the EAP Coordinator and the servicing
personnel officer in order to obtain the appropriate advice and guidance
prior to initiating any action.
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A supervisor shall make decisions in three separate areas. These are.

)

@

®

Removal from Sensitive Duties.

(@) The employee must immediately be removed from his or her
sensitive duties. He or she may be returned to those duties if
the supervisor determines that such a return will not adversely
affect the public health and safety or the national security
and if the Head of the Field Element, the Inspector General, or
the Director of Administration and Human Resource Management,
as appropriate, concurs in that determination.

(b) ITf the decision is made not to return the employee to sensitive
duties at this time, the supervisor may reassign the employee
to perform non-sensitive duties or may realign the employee’s
current duties so that no sensitive duties are involved.

(©) Every effort will be made to continue an employee who is
removed from sensitive duties in a pay status while he or she
is undergoing rehabilitation. If this cannot be done at the
employee’s regular duty station, efforts will be made to effect
a temporary reassignment or other accommodation.

Leave Status.

(@) The employee may not be placed on enforced leave. At the
employee’s request, the supervisor may place the employee on
leave or leave without pay.

(b) The supervisor may grant up to 10 days of administrative leave,
in accordance with the provisions of DOE 3750.1, WORK FORCE
DISCIPLINE. In the event that an extension is desired or
necessary (e.g., if an adverse action is required and the
employee cannot be placed in non-sensitive duties during the
notice period), concurrence must be obtained from the Director
of Personnel.

Disciplinary Actions.

(@) The supervisor will initiate appropriate disciplinary or
adverse action based on the use of illegal drugs in conformance
with DOE 3750.1, the Rehabilitation Act of 1973, and
implementing regulations in 29 CFR, Part 1600.

() Disciplinary action for the use of illegal drugs does not
preclude initiating a disciplinary action for conduct which may

line denotes change.
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e.

-5

have led to a drug test under the provisions of Chapter 1,
paragraphs 2c(l) or 2c(3).

(©) If the action proposed is an indefinite suspension pending
the employee’s release from treatment or identification of
an appropriate reassignment, the proposing official must
notify the employee of the specific event that would
terminate the suspension.

(d) If an adverse action is proposed and the proposing official
has reasonable cause to believe that the employee has
committed to a crime for which imprisonment may be proposed,
the “crime provision” may be invoked and the notice period
curtailed in accordance with DOE 3750.1, WORK FORCE
DISCIPLINE.

IT the determination of the use of illegal drugs resulted from a test
obtained under the provisions of Chapter 1, paragraph 2a (random testing
based on sensitive duties), the employee must choose one of the
alternative courses of action listed below. Failure to follow through on
one of the courses of action may subject the employee to adverse action
under the terms of DOE 3750.1, WORK FORCE DISCIPLINE.

)

)

®

4)

Obtain the counseling and appropriate rehabilitation suggested by
the EAP Coordinator and execute a “Drug Use Acknowledgement” form
stating that the employee will refrain from further use of illegal
drugs and that the agency may conduct an unannounced, observed
urinalysis test (in addition to any test scheduled in accordance
with Chapter 1) to verify that the employee is abstaining from
such use during the 12-month period following the conclusion of
the rehabilitation program;

Obtain counseling and appropriate rehabilitation other than that
suggested by the EAP Coordinator, and execute a “Drug Use
Acknowledgement” form stating that the employee will refrain from
further use of illegal drugs and that the agency may conduct an
unannounced, observed urinalysis test (in addition to any test
scheduled in accordance with Chapter 1) to verify that the
employee is abstaining from such use during the 12-month period
following the conclusion of the rehabilitation program;

Execute a “Drug Use Acknowledgement” form stating that the
employee will refrain from further use of illegal drugs and that
the agency may conduct an unannounced, observed urinalysis test
(in addition to any test scheduled in accordance with Chapter 1)
to verify that the employee is abstaining from such use during the
12-month period following the execution of such certification; or

Resign from Federal service.





111-6 DOE 3792.3 Chg 1
8-21-92

f. IT the determination of the use of illegal drugs resulted from a test
obtained under the provisions of Chapter 1, paragraph 2b (volunteers),
the employee may elect option 5e(l), 5e(2), or 5e(4) but may not elect
option 5e(3) of this Chapter.

g. If the determination of the use of illegal drugs resulted from a test
obtained under the provisions of Chapter 1, paragraphs 2c(1)
(occurrence) or 2c(3) (reasonable suspicion), the employee will be
informed of his or her options at that time.

h. IT the determination of the use of illegal drugs resulted from a test
obtained under the provisions of Chapter 1, paragraph 2d, (applicant)
the individual will not be selected for the position in question and
will be referred for rehabilitation. Test results will not be shared
with supervisory personnel.

i. If the employee encumbers a sensitive position or has volunteered to be
included in the testing pool and elects to undergo a period of
rehabilitation, the EAP Coordinator will remove that employee’s name
from the testing pool for the duration of the period of rehabilitation.

6. RETURN TO SENSITIVE DUTIES.

a. The determination as to when the employee may be returned to duty
following rehabilitation will be made by the supervisor. This
determination requires concurrence by the Head of the Field Element,
Inspector General, or Director of Administration and Human Resource
Management, as appropriate.

b. If the employee encumbers a sensitive position and has undergone a
period of rehabilitation, the employee must provide the EAP Coordinator
with certification that he or she has successfully completed the course
of rehabilitation. The head of the rehabilitation program or other
source must certify to the EAP Coordinator that the employee has been
subjected to a urinalysis that has resulted in a negative
determination. This urinalysis need not meet the criteria for testing
contained in this Order and will not be used, in and of itself, as a
basis for disciplinary action. No additional drug tests may be
performed as a condition of returning to sensitive duties.

7. FOLLOWUP ACTIONS.

a. If the employee has undergone a period of rehabilitation during which
his or her name has been removed from the testing pool, the EAP
Coordinator will assure the reinstatement of the employee’s name in the
pool after receiving the certification described in paragraph 6b of this
Chapter.

Vertical line denotes change.
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CHAPTER 1V

APPEAL S AND REVIEW PROCEDURES
1. GENERAL PROVISIONS.

a. All actions taken pursuant to this chapter must be in conformance with
the provisions of title 5, U.S.C., chapter 75; Title 5, CFR, Part 752;
DOE 3750.1 and applicable agreements negotiated between management and
exclusive representatives of bargaining unit employees.

b. This chapter does not cover actions related to the use of legal drugs
and/or actions based upon management’s determinations that an employee
is unable to perform his or her job because of physical or mental
disability Neither does the chapter cover actions related to an
employee’s arrest or criminal conviction for the use, possession, or
sale of ill egal drugs.

C. To the full est extent possible, grievance and appeal procedures
described n DOE 3771.1, DOE 3750.1, and negotiated agreements will be’
used to obtain review of actions taken under this chapter.

2. COVERAGE .

a. Employees.

€)) All employees in the competitive service and preference eligibles
in the excepted service who have one year of current continuous
service are covered by the procedures described in this chapter.
The exceptions and options created by the existence of negotiated
agreements are listed in paragraph 4c below.

2 Non-preference eligibles in the excepted service may not appeal
adverse actions taken against them to the Merit Systems Protection
Board. If in a bargaining unit, they are limited to the
negotiated grievance procedure.

3) Members of the Senior Executive Service and employees appointed
under Schedule C of the excepted service are excluded from
coverage of DOE 3750.1, WORK FORCE DISCIPLINE and 3771.1,
GRIEVANCE POLICY AND PROCEDURES.

b. Applicants.

(1) Non-Federal applicants for Federal employment are covered by the
procedures described in this chapter only if a determination is
made that the applicant is unsuitable for Federal employment under
the provisions of Title 5, CFR, Part 731.
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) Federal employees in non-sensitive positions who apply for
positions under this Order may grieve actions or events in
conformance with the applicable grievance procedure. As in all
grievance procedures, the applicant may not grieve non-selection
for a position.

Volunteers. Employees who volunteer to have their names included in the
TDP pool do not waive any rights to request review, grieve, or appeal as
described in this chapter.

REQUESTING REVIEW, GRIEVING. OR APPEALING SPECIFIC EVENTS.

a.

a.

Drug Testing Process. There may be points in the drug testing process
at which the employee believes that there is cause to complain about the
effects of the drug testing process on the employee. However, the
employee must not resort to “self help,” that is, refuse to participate
in the process, but must, instead, proceed with the process and complain
at a later time. By proceeding with the process, the employee does not
wailve any rights to request review, grieve or appeal.

Actions Resulting from Positive Test Results. After receiving test
results confirming that an employee has used illegal drugs, management
must initiate disciplinary action against that employee and must relieve
that employee from duties associated with any sensitive position. When
management undertakes any of these actions, the employee must be
informed of the grievance or appellate procedures available to him or
her.

RECONSIDERATION REQUEST/GRIEVANCE/APPELLATE PROCEDURES.

Wri nR for Review/R nsideration/R

(1) Any communication related to drug testing that places requirements
on an employee will include procedures for obtaining review of
those requirements.

(2) Any notification to an employee or applicant of a determination of
the use of illegal drugs will include procedures for obtaining a
retest.

3) All requests for review or retest must include a copy of the
document triggering the review request, a description of the
specific events or processes In question, a description of the
specifTic measures the requestor wishes enacted, and the
requestor’s telephone number. The request must be submitted to
the Head of the Field Element, the Inspector General, or the
Director of Administration and Human Resource Management, as
appropriate.

line denotes change.
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CHAPTER V

JNFORMATION SYSTEMS AND RECORDKEEPING

1, CONFIDENTIALITY OF INFORMATION.

a. As part of the drug testing procedure, the individual must provide written
consent to disclose confirmed positive test results to the Medical Review
Officer. This consent must be obtained prior to the test itself. Conse-
quently, refusal to consent to release of this information will be consid-
ered a refusal to take the test. Executing the consent form does not
constitute a waiver of the individual’s rights to protection from
unauthorized disclosure of the information described on the form.

h. Records of the identity, diagnosis, prognosis, or treatment of any patient
that are maintained in connection with performance of a drug abuse pre-
vention program must be maintained in accordance with DOE 3792.1A and other
implementing regulations.

C. Records regarding illegal drug use must be maintained in conformance with
DOE 3750.1, the Privacy Act (Title 5, U. S. C., Section 552a), and local
negotiated agreements.

d. Any other disclosure may be made only with the written consent of the
individual.
2. INFORMATION SYSTEMS.
a. Random Test Pool.

(1) The random test pool shall be maintained by the Departmental Drug
Testing Program Manager. Once the Secretary has approved testing
designated positions, the Drug Testing Program Manager will be
responsible for entering the appropriate information into the data
system. This information will include information identifying the
position designated for inclusion (title, series, organizational and
geographic location, and position identification number), informa-
tion identifying the incumbent who will be subject to random drug
testing (name and mailing address), and information identifying the
supervisor and EAP Coordinator who must be notified when testing is
scheduled (names and mailing addresses).

@) The Departmental Drug Testing Program Manager will be the only

individual who has access to the entire random test pool data sys-
tem. Each EAP Coordinator will have access to a random test pool EAP

Vertical line denotes change.
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subfile that relates to his or her organization. This subfile
will allow the EAP Coordinator to arrange for temporary deletion
and reinstatement of the names of any individuals who are
undergoing rehabilitation for illegal drug use.

) Based on approved percentages of individuals to be tested, a
random selection of individuals in the testing pool will be made.
A computer-generated list of individuals to be tested will be sent
to the EAP Coordinator responsible for servicing those employees’
organizational elements. A computer generated notice of
scheduling for testing will be sent to each employee, and a copy
of that notice will go to the appropriate supervisor. All lists
and notices will be sent in “Eyes Only” envelopes. A summary of
the total number of individuals to be tested at each organization
will be put into the Drug-Free Federal Workplace Drug Testing
Summary database.

b. Drug-Free Federal Workplace Drug Testing Summary.

(1) A centralized, computerized file of the outcome of all drug tests
performed at DOE will be maintained by the Departmental Drug
Testing Program Manager. None of the information contained in
this system will identify specific individuals.

) The Medical Review Officer will submit periodic information to be a
determined by the Departmental Drug Testing Program Manager.

RECORD RETENTION. All records, including initial test records and
chromatographic tracings, shall be retained by the laboratory in such a manner
as to allow retrieval of all information pertaining to the individual urine
specimens for a minimum period of 2 years after completion of testing of any
given specimen.






RL-HRM Desk-Top Process for Administering DOE
Substance Abuse Program Testing

PURPOSE:

This document establishes the process
by which the Drug Program Coordinator
(DPC) conducts the Substance Abuse
(drug testing) Program for DOE
employees. The purpose of the DOE
Substance Abuse Program is to ensure
that employees in testing designated
positions (TDPs) are able to safely
perform the tasks of their positions at all
times.

References:

1. DOE O 37923, DRUG-FREE
FEDERAL WORKPLACE TESTING
IMPLEMENTATION PROGRAM.

2. Human Reliability Program, 10 CFR
712.

3. Executive Order 12564 of September
15, 1986

DRUG TESTING POOL
ATTRIBUTES

e All employees holding a DOE
security clearance.

e Drug testing designated position
description.

e Designation as Human Reliability
Program (HRP) participant.

e Competitive or non-competitive
placement into testing designated
position.

o Currently in drug testing pool
o Not currently in drug testing pool
e Applicants for TDPs.

CATEGORIES OF DRUG

TESTING

1. Employees in TDPs.

2. Applicants for TDPs.

3. Employees who volunteer to be

included in random testing (treated
as TDPs).
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CATEGORIES OF ALCOHOL

TESTING

Alcohol testing is required for all TDP
employees who have a Commercial
Drivers License (CDL) or participate in
the DOE HRP.

RANDOM TESTING

A random test database shall be
maintained by the DOE Office/Site
DPC. This database should contain
enough data to properly identify, account
for and locate the employee and
supervisor. This database will be used to
verify the Departmental TDP database
used by the Departmental staff to make
random selections. This database should
contain but is not limited to the
following: Name, employee ID No., last
5 digits of SSN, sex, title, series,
organization and location. Additional
information that may be helpful to the
DPC is supervisor name and phone
number.

VACANCY
ANNOUNCEMENTS

All vacancy announcements for a TDP
must state that the position is subject to
the DOE Substance Abuse Program, a
negative test result will be required
before an offer of employment becomes
final, and the applicant selected will be
subject to future random drug testing.

NOTICE TO EMPLOYEES IN
DRUG-TESTING POOL

1. Employees whose positions are
subject to random drug testing will
be issued a one time 30 day advance
notice prior to initiation of random
testing. The notice must contain the
following:

e Purpose of the testing program.
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e Why the employee will be
subject to random testing.

e Type(s) of tests that will be
administered.

e Statement about the applicable
testing process.

e Statement about the impact of a
confirmed positive test result.

e Statement that counseling and
rehabilitative  assistance  are
available through EAP in the
event of a positive test result.

e Statement that if the employee
believes he/she does not occupy
a TDP or should not be subject to
random testing, the employee
may file a grievance pursuant to
the applicable negotiated
grievance procedure or the
provisions of DOE O 342.1,
GRIEVANCE POLICY AND
PROCEDURES.

The employee must acknowledge receipt
of the 30 day advance notice in writing
by signing the notice of
acknowledgement form or  the
employee’s supervisor must certify that
the notice was given to the employee but
the employee was unwilling to sign the
acknowledgement form. The supervisor
shall make a note on the
acknowledgement form and sign it
indicating that the notice was presented
to the employee on (date and time).

APPLICANT TESTING

1. All applicants for a TDP (internal or
external to DOE) who are tentatively
selected to fill a TDP will be
scheduled for applicant testing. A
negative test result will be required
before an offer of employment
becomes final.

2. External applicant (non-DOE
employee) - in the event that the test
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is positive, the selected applicant will
not be hired.

3. Internal applicant (current DOE
employee): In the event of a positive
test, the employee will not be placed
into the position for which they
applied. If the employee is currently
in a TDP, the employee’s current
supervisor and the appropriate
security officials will be notified, the
employee will be removed from
sensitive duties, referred to EAP for
counseling or rehabilitation, and
upon completion of counseling,
follow up testing will commence. If
the employee is not currently in a
TDP, the employee’s current
supervisor and the appropriate
security officials will be notified, the
employee will be referred to EAP for
counseling or rehabilitation, and
upon completion of counseling,
follow up testing will commence.

NOTE: It is advisable for the DPC and

Supervisor to use the expertise of the

Employee Relations and Labor Relations

Specialist when dealing with a positive test.

TEST RESULTS

When an employee has a positive test
result, he/she will be notified in writing.
The Medical Review Officer (MRO)
will provide written documentation of
the positive test to the Department. The
DPC should coordinate the reporting of
the results with the Supervisor of the
employee. It is advisable to request
assistance from the Employee/Labor
relations staff. For all practical purposes
the MRO has discussed the results with
the donor during the MRO interview.

PROGRAM

RESPONSIBILITIES
DOE-RL Manager:
B Designates the DPC.
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B Concurs in determination that an
employee who has undergone
rehabilitation may be returned to
sensitive duties

DOE-RL/HRM Drug

Coordinator:

B Issues 30-day advance notices to
employees in TDPs placing them in
the DOE drug-testing pool.

# Coordinates scheduling of tests and
provides results of drug and alcohol
tests to DOE-HQ Substance Abuse
Program Manager, DOE-SES HRP
Program Manager (HRP applicants
only); DOE-SES security official,
supervisors, and EAP service
providers (as appropriate).

W Reports positive drug and/or alcohol
test results for applicants to DOE-
HQ Substance Abuse Program
Manager,  Site/Program  Office
Staffing  Specialist, employee’s
supervisor, and appropriate security
officials if applicant has a security
clearance/access authorization.

@ Provides written notifications to
employees of positive test results.
The Medical Review Officer (MRO)
will provide the written
documentation of the positive test.

B Maintains local database of
applicable TDPs, employees in those
positions, and supervisors of those
employees.

® Notifies DOE-HQ Substance Abuse
Program Manager of changes in
TDPs and employees in the database.

B Assures removal and/or
reinstatement of employees in
databases.

@ Requests assistance from the
Employee/Labor Relations Specialist
in:

Program
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8 Administering the execution of a
Substance Abuse

Acknowledgement document.

® Ensuring employees who have
tested ‘positive are offered the
opportunity to participate in
EAP.

B Monitoring results of counseling
and rehabilitation activities in
order to inform supervisors of
employee’s status.

NOTE: Employees who are referred to the
Employee Assistance Program (EAP) and
enter a treatment program may be
temporarily removed from the random drug
testing database. The DPC, with assistance
of EAP coordinator, shall submit the
information to the Departmental staff.

Manager/Supervisors:

@ Deliver 30-day advance notices of
placement in the DOE random drug
testing pool to employees.

@ Direct employees to report for
scheduled testing.

# Respond to grievances related to the
drug testing program.

B With assistance from the DPC,
Employee/Labor Relations and EAP,
notifies the employee of positive
drug test. The MRO will provide the
written documentation of the positive
test.

® Consult with the DPC, EAP and
Employee/Labor Relations Specialist
(as appropriate) prior to taking
adverse or disciplinary actions
following determination of an
employee’s use of illegal drugs or
alcohol or abuse of legal drugs.

B Implement decisions on removal
from sensitive duties, leave, and
disciplinary action as a result of an
employee’s positive test result and/or
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request for EAP counseling or
rehabilitation due to substance abuse.

B Make recommendation on
determining the timeframe on
returning the employee back to their
sensitive duties for any employee
who has been removed from
sensitive duties due to positive drug
and/or alcohol test.

Employees in TDPs

@ Promptly sign and return the
acknowledgement of receipt of the
30-day advance notice of DOE
random drug testing.

@ Understand the program
requirements and seek clarification
from supervisor and/or the DPC as
necessary.

W Report for testing as directed by
supervisor with photo ID.

B Comply with directions from the
DPC (for on-site random tests) or the
clinician at an off-site testing facility.

@ Complete Chain of Custody by
signing and dating the certification
statement, providing date of birth,
printing name, providing day and
evening contact telephone numbers.

ADMINISTRATION OF
RANDOM DRUG/ALCOHOL

TESTING

@ DOE-HQ Substance Abuse Program
Manager provides list of randomly
selected employees for testing either
electronically or via mail to the DPC
of each Office/Site. Random
selections are made from the
Departmental TDP database.

@ DOE DPC maintains current TDP
database for each Site/Program
Office drug testing pool.

B The DPC: Schedules, coordinates,
and facilitates testing for both on-site
and clinic collections.
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B The DPC: On-site collection

preparation,  coordination  and

execution. Note: Below are items

that must be considered in preparing,

coordinating and conducting on-site

collections. Not all of these will

apply to all Offices or Sites.
Upon receiving the randomly
selected list of employees,
determine a date or dates to
conduct the on-site collection(s).

= Coordinate collection date(s) and
order drug collection kits from
collection contractor (Pembrooke
Occupational Health) to be
shipped to either the on-site
collector or to DPC several days
prior to the collection date. This
will be done via e-mail with
Pembrooke’s on-site collection
coordinator.  Allow time for
Pembrooke to schedule and
locate an on-site collector if DPC
does not designate a collector.

= Make  necessary  logistical
arrangements for  collections
(schedule health clinic, visitor
badge, etc.)

= Prepare notification packages for
employees randomly selected for
testing.

= Distribute notification packages
to organizational
managers/supervisors.

= Meet and escort collector to
collection location facilities, if
necessary.

= DPC may greet each randomly
selected employee, introduce
employee to collector, and
provide instructions to employee
for completion of testing.

= Once the collecting is completed,
the DPC ensures the “Employer”
copy of the Chain of Custody
forms are collected.
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= As appropriate, obtain alcohol
testing results from collector
before he/she departs the site.

=  Escort collector from the site or
premises.

s Submit Round report to DOE-
HQ Substance Abuse Program
Manager.

= Obtain drug testing results from
MRO. '

=  File Round information, together
with copy of Chain of Custody
forms, in appropriate file.

= File notification memos in each
employee’s drug testing file.

= Follow through with any further
action required based upon
testing results [e.g., for a positive
drug test, notifies DOE-HQ
Substance =~ Abuse  Program
Manager, site security officials,
HRP Program Manager (if HRP
participant), and employee’s
Supervisor. |
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Employees must report at the time

listed in their notification memo.

Failure to report at the scheduled

time may result in disciplinary

action.

Legitimate excuses for not reporting

for testing as scheduled include

employee being on leave or travel.

First or second-level supervisor is

the only person authorized to notify

the DPC if employee will not report
as scheduled due to leave or travel.

Employees on flexi-workplace must

report for testing at the date and time

scheduled.

Employees who report for testing but

are unable to provide the required

amount of specimen must:

# Remain at the drug collection site
and follow instruction/direction
of the collector and/or the DPC.

B Notify the Collector and/or the
DPC when he/she is ready to
attempt to provide a sufficient
amount of specimen.

PREPARING RANDOM DRUG # Time limit between first and

prior to the scheduled testing time on
the day of the test.

TESTING NOTIFICATION second attempt is2 hours..
PACKAGES (options) # Employee will be asked to sign and
®m A Mail-Merge may be utilized to provide  additional  information
prepare memorandums to each including a contact phone number on
employee randomly selected for drug the Chain of Cpstody form: .
testing, B Employee will 'be provided their
Fach memo is signed and dated by copy of the Chain of Custody form
the DPC, placed into a secure before leaving the test area. They
location ,until the day of the may use this as a “memory jogger”
collection for noting any prescription drug(s) or
Envelopeé are distributed to over the counter drug(s) they may
organizational contacts for delivery have taken or may be taking,
to supervisors the day of or the day
before drug testing is to be CONDUCTING APPLICANT
conducted. TESTING
Supervisors  shall  notify  the B HR Staffing Specialist notiﬁf.:s the
employee no earlier than 2 hours DPC of the need to test an applicant.
B The DPC orders test kit.
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The DPC or Staffing Specialist
provides notification to applicant
with directions to collection site.

The DPC obtains test results and
shares  results with  Staffing
Specialist. As appropriate, the DPC
shares the results with Security.
External applicant (non-DOE
employee) - in the event that the test
is positive, the selected applicant will
not be hired. DPC ensures proper
notification is made to the Staffing
Specialist and to Security

For Internal Applicants: If the test is
negative, the DPC notifies Staffing
Specialist that he/she can now make
final job offer to the applicant. As
appropriate, the DPC shares the
results with Security.

For Internal Applicants: If test is
positive, the DPC follows the steps
outlined in the section on DEALING
WITH POSITIVE DRUG OR
ALCOHOL TESTING RESULTS.

DEALING WITH POSITIVE
DRUG OR ALCOHOL TESTING

RESULTS
# The DPC:

B Gathers and/or prepares written
notification to employee. The
MRO will prepare
documentation on positive drug
test.

B Notify employee’s supervisor

# Inform appropriate  Security
official and, as appropriate, the
HRP Program Manager if the
employee is a participant in HRP.

B With assistance, guidance, advice
from ER/LR Specialist the
supervisor shall start the process
of notifying the employee and
taking the appropriate action to
include, but not be limited to:
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B Immediately remove the

employee from his/her
sensitive duties.

W Encourage employee to

seek EAP assistance in

dealing with the problem.

B Require employee’s
completion of a
“Substance Abuse
Acknowledgement”

document that commits
employee to refrain from
involvement with any
illegal drug specified in
Schedules I through V, as
defined in Title 21 U.S.C.
802(6) and listed in Part
B, Subchapter 13 of that
Title.

@ Execution of Substance
Abuse Acknowledgement
requires the employee to
submit to unannounced,
observed, follow-up drug
testing for a minimum of
12 months following
conclusion of a
rehabilitation program.

Supervisor issues memo to

employee that refers him/her

to EAP for counseling and
requires employee to elect
one of the following options:

B Obtain counseling and
rehabilitation  suggested
by EAP or the Substance
Abuse Professional (SAP)
for the CDL and HRP
participants, execute a

Substance Abuse
Acknowledgement Form,
and submit to

unannounced, observed
follow-up testing for a
minimum of a 12-month
period following
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conclusion of
rehabilitation; or

B Obtain counseling and
appropriate rehabilitation
other than that suggested
by EAP, execute a

Substance Abuse
Acknowledgement Form,
and submit to

unannounced, observed,
follow-up testing for a
minimum of a 12-month
period following
conclusion of
rehabilitation; or

# Execute a Substance
Abuse Acknowledgement
form  committing to
refrain  from  further
involvement with illegal
drugs and agreeing to
submit for unannounced,
observed, follow-up drug
testing for a minimum 12-

: month period.

# Supervisor notifies employee that
a second positive test will result
in the employee being removed
from his/her sensitive duties and
a proposal to remove the
employee from Federal service

will be made.
REMOVING EMPLOYEES
FROM DRUG AND ALCOHOL
TESTING POOL
The DPC:

B Sends memo to employee reassigned
to a non-TDP informing him/her of
their removal from the DOE Random
Drug Testing Program. (optional)

® Notifies DOE-HQ Substance Abuse
Program Manager to remove
employee from the drug testing pool.
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SCHEDULING
UNANNOUNCED, OBSERVED
DRUG TESTS

The DPC schedules unannounced,
observed testing by ordering a test kit
from the Pembrooke web site.
Employees to be observed are sent to
collection site where a same sex
observer will be used to observe the
urinalysis. The collector conducting the
collection must be fully trained in
Federal regulations regarding drug
testing for Federal employees. The
specimen is forwarded to Laboratory for
testing. At the completion of the MRO
review, the results will be posted for
access by the DPC. The DPC obtains
the results.

There are several events that may trigger
the use of an observed collection. They
include but are not limited to: donor’s
previous drug test result was reported by
the MRO as positive, negative and
diluted, adulterated, substituted, or
invalid. An immediate directly observed
collection of a second specimen is
required if the specimen temperature is
outside of acceptable range, there is an
indication that the donor tampered with
specimen or the donor intentionally
brought an adulterated, a substitute
specimen or liquid to dilute the
specimen.

RECORDS

All records generated by this program
shall be maintained in accordance with
the Department’s system of records.





RL-HRM Desk-Top Process for Administering DOE
Substance Abuse Program Testing

Additional Information is available
at:

DOE Order 3792.3

Drug-Free Federal Workplace Testing
Implementation Program

http://www.directives.doe.gov/cgi-
bin/explhcgi?qry1423261080:doe-
293

Substance Abuse and Mental
Health Service Administration
(SAMHSA)
http://www.workplace.samhsa.gov
/FedPgms/Fed DFWP.aspx

Executive Order:
http://www.workplace.samhsa.gov
/FedPgms/Pages/Model Plan/App

endix A.aspx/

HHS Mandatory Guidelines
http://www.workplace.samhsa.gov
/FedPgms/Pages/Mand Guid 04.a

SpX

Pembrooke Occupational Health:
Schedule, Test, and Tracking (STAT)

https://www.edrugtest.com/Custo
merStyles/DOI/

1/22/2010, 3:53 pm
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FEDERAL DRUG TESTING CUSTODY AND CONTROL FORM

T

SPECIMEN ID NO. OOOOOO 1

STEP 1: COMPLETED BY COLLECTOR OR EMPLOYER REPRESENTATIVE ACCESSION NO.

A. Employer Name, Address, 1.D. No. B. MRO Name, Address, Phone No, and Fax No.

C. Donor SSN or Employee [.D. No,
D. Specify Testing Authority: [[] HHS [J NRC ~ [J DOT -Specify DOT Agency: [J FMCSA [ FAA [JFRA [T FTA [J PHMSA []USCG
E. Reason for Test: []Pre-employment [}Random [} Reasonable Suspicion/Cause [ ] Post Accident [ Return to Duty []Follow-up [} Other (specify)

F. Drug Tests to be Performed: [} THC, COC, PCP, OPI, AMP  [J THC&COCOnly  [] Other (specify)
G. Collection Site Address:

Collector Phone No..

Collector Fax No.

STEP 2: COMPLETED BY COLLECTOR (make remarks when appropriate) Collector reads specimen temperature within 4 minutes,

Temperature between 90° and 100°F? 7] Yes [} No, Enter Remark [ Collection:  [] Split  [] Single [} None Provided, Enter Remark [ "] Observed, Enter Remark

REMARKS

STEP 3: Collector affixes bottle seal(s) to bottle(s). Collector dates seal(s). Donor initials seal(s). Donor completes STEP 5 on Copy 2 (MRO Copy)
STEP 4: CHAIN OF CUSTODY - INITIATED BY COLLECTOR AND COMPLETED BY TEST FACILITY

Test Facility (if different from above) : .
 certify that the specimen identified on this form was examined upon receipt, handled using chain of custody procedures, analyzed, and reported in accordance with applicable Federal requirements.

X /],
Sig! of Certifying Technici i (PRINT) Certifying Technician/Scientist's Name (First, Mi, Last) Date (Mo/Day/Yr}

I certify that the specimen given to me by the donor identified in the certification section on Copy 2 of this form was SPECIMEN BOTTLE(S) RELEASED TO:
collected, labeled, sealed and released to the Delivery Service noted in accordance with applicable Federal requirements.
X
Signature of Collector AM
/ / PM
{PRIN Iz Coliector’s Name (First, M, Last) Date (Mo/Day/Yr) Time of Collection Name of Delivery Service
RECEIVED AT LAB OR lITF: Primary Specimen | SPECIMEN BOTTLE(S) RELEASED TO:
X Bottle Seal Intact
Signature of Accessioner [JYeES [INO
/ / i NO, Enter rermark
(PRINT) Accessioner's Name (First, Mi, Last) Date {(Mo/Day/¥r} in Step 5A.
STEP 5A: PRIMARY SPECIMEN REPORT - COMPLETED BY TEST FACILITY
[JNEGATIVE [JPOSITIVE for:  [] Marijuana Metabolite (A9-THCA)  []6-Acetyimorphine [ Methamphetamine  []MDMA
[JDILUTE [ Cocaine Metabolite (BZE) ["1Morpnine [C] Amphetamine MDA
Orcp [C1Codeine [JMDEA
[TJREJECTED FOR TESTING [[J ADULTERATED [ SUBSTITUTED [TJINVALID RESULT
REMARKS;

STEP 5b: COMPLETED BY SPLIT TESTING LABORATORY

[JRECONFIRMED [ FAILED TO RECONFIRM - REASON
1 gertify that the split specimen identified on this form was examined upon receipt, handled using chain of custody procedures, analyzed,
and reported in accordance with applicable Federal requirements.

X / /

Laboratory Name

Laboratory Address Signature of Certifying Scientist {PRINT) Certifying Scientist's Name (First, MI, Last) Date (Mo./Day/Yr.)

~
0000001
LT T, ) 0 et
SPECIMEN ID NO, CAP SEAL ™ Donors mas
PLACE 0000001 s
@ S

COPY 1 - TEST FACILITY COPY

8510-0£60 ON 8O

S3IdOO FTdILININ ONIXVYIN IHY NOA - GHVH SSIHd
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FEDERAL DRUG TESTING CUSTODY AND CONTROL FORM

SPECIMEN ID NO. OOOOOOl

STEP 1: COMPLETED BY COLLECTOR OR EMPLOYER REPRESENTATIVE ACCESSION NO.

A. Employer Name, Address, 1.D, No. B. MRO Name, Address, Phone No. and Fax No,

C. Donor SSN or Employee 1.D. No.
D. Specify Testing Authority: [7] HHS [T NRC ~ [] DOT - Specify DOT Agency: [J FMCSA [J]FAA [JFRA [JFTA [JPHMSA [ USCG
E. Reason for Test: [} Pre-employment []Random [T]Reasonable Suspicion/Cause [~ Post Accident [JReturnto Duty ["]Follow-up [] Other (specify)

F. Drug Tests to be Performed: 7] THC, COC, PCP, OPI, AMP  [T] THC & COC Only [[] Other {specity)
G. Coliection Site Address:

Collector Phone No.

Collector Fax No.

STEP 2: COMPLETED BY COLLECTOR (make remarks when appropriate) Collector reads specimen temperature within 4 minutes,

Temperature between 90°and 100°F? [T} Yes  [] No, Enter Remark | Collection:  [7] Split [ Single  [_] None Provided, Enter Remark | [} Observed, Enter Remark

REMARKS

STEP 3: Collector affixes bottle seal(s) to bottle(s). Collector dates seali(s). Donor initials seal(s). Donor completes STEP 5 on Copy 2 (MRO Copy)
STEP 4: CHAIN OF CUSTODY - INITIATED BY COLLECTOR AND COMPLETED BY TEST FACILITY

{ certify that the specimen given to me by the donor identified in the certification section on Copy 2 of this form was SPECIMEN BOTTLE(S) RELEASED TO:
coliected, labeled, sealed and released to the Delivery Service noted in accordance with applicable Federal requirements.
X
Signature of Collector ® AM
/ / PM
PRINT) Coliector’s Name (First, Mi, Last) Date {Mo/Day/Yr) Time of Collection Name of Delivery Service

STEP 5: COMPLETED BY DONOR

1 certify that | provided my urine specimen to the collector; that | have not adulterated it in any manner each specimen bottle used was sealed with a tamper-evident seal in
my presence; and that the information provided on this form and on the label affixed to each specimen bottle is correct.

X

L [
Signature of Donor {PRINT) Donor’s Name (First, Mi, Last) Date (Mo/Day/Yr)
Daytime Phone No. { ) Evening Phone No. ( ) Date of Birth

(MolDayIYr)/

After the Medical Review Officer receives the test results for the specimen identified by this form, he/she may contact you to ask about prescriptions and
over-the-counter medications you may have taken. Therefore, you may want to make a list of those medications for your own records. THIS LIST IS NOT
NECESSARY. if you choose to make a list, do so either on a separate piece of paper or on the back of your copy {Copy 5). - DO NOT PROVIDE THIS
INFORMATION ON THE BACK OF ANY OTHER COPY OF THE FORM. TAKE COPY 5 WITH YOU.

STEP 6: COMPLETED BY MEDICAL REVIEW OFFICER - PRIMARY SPECIMEN

In accordance with applicable Federal requirements, my verification is:

[INEGATIVE [JPOSITIVE for:

[JDILUTE
[ REFUSAL TO TEST because — check reason(s) below: [CJTEST CANCELLED
[CJADULTERATED (adulterant/reason):
[JSuUBSTITUTED
{CJOTHER:
REMARKS:
X / /
Signature of Medical Review Officer ({PRINT) Medical Review Officer's Name (First, M, Last) Date (Mo/Day/Yr)

STEP 7: COMPLETED BY MEDICAL REVIEW OFFICER - SPLIT SPECIMEN

In accordance with applicable Federal requirements, my verification for the spiit specimen (if tested) is:

] RECONFIRMED for: [JTEST CANCELLED

[[] FAILED TO RECONFIRM for:

REMARKS:

X

/. /
of Medical Review Officer {PRINT) Medical Review Officer’s Name (First, Mi, Last) Date (Mo/Day/Yr)

COPY 2 - MEDICAL REVIEW OFFICER CORY
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FEDERAL DRUG TESTING CUSTODY AND CONTROL FORM

SPECIMEN iD NO. 0000001

STEP 1: COMPLETED BY COLLECTOR OR EMPLOYER REPRESENTATIVE ACCESSION NO.

A. Employer Name, Address, 1.D. No. B. MRO Name, Address, Phone No. and Fax No.

C. Donor SSN or Employee 1.D. No.
D. Specify Testing Authority: ] HHS [] NRC 7] DOT - Specify DOT Agency: [ FMCSA [JFAA [JFRA [JFTA [ PHMSA []USCG
E. Reason for Test: []Pre-employment [“]Random [} Reasonable Suspicion/Cause [] Post Accident [JReturnto Duty [7]Follow-up [ ] Other (specify)

F. Drug Tests to be Performed: ~ [] THC, COC, PCP, OP1, AMP  [[] THC&COC Only  [7] Other (specify)
G. Collection Site Address:

Collector Phone No.,

Collector Fax No.

STEP 2: COMPLETED BY COLLECTOR (make remarks when appropriate) Collector reads specimen temperature within 4 minutes.

Temperature between 80°and 100°F?  [] Yes [} No, Enter Remark [ Collection: 7] Split 7] Single [ None Provided, Enter Remark | [} Observed, Enter Remark

REMARKS

STEP 3: Collector affixes bottle seal(s) to bottle(s). Collector dates seal(s). Donor initials seal(s). Donor completes STEP 5 on Copy 2 (MRO Copy)
STEP 4: CHAIN OF CUSTODY - INITIATED BY COLLECTOR AND COMPLETED BY TEST FACILITY

I certify that the specimen given to me by the donor identified in the certification section on Copy 2 of ihis form was SPECIMEN BOTTLE(S) RELEASED TO:
collected, labeled, sealed and released to the Delivery Service noted in accordance with applicable Federal requirements,
X
Signature of Collector AM
/ / PM
PRINT) Collector’s Name (First, Mi, Last) Date (Mo/Day/Yr} Time of Collection Name of Delivery Service

STEP 5: COMPLETED BY DONOR

I certify that | provided my urine specimen to the collector; that | have not adulterated it in any manner; each specimen bottle used was sealed with a tamper-evident seal in
my presence; and that the information provided on this form and on the label affixed to each specimen bottle is correct.

X

Tl /

Signature of Donor (PRINT) Donor’s Name (First, Mi, Last) Date (Mo/Day/Yr)
Daytime Phone No. { ) Evening Phone No. { ) Date of Birth / /
{Mo/Day/Yr)

After the Medical Review Officer receives the test results for the specimen identified by this form, he/she may contact you to ask about prescriptions and
over-the-counter medications you may have taken. Therefore, you may want to make a list of those medications for your own records, THIS LIST IS NOT
NECESSARY. 1 you choose to make a list, do so either on a separate piece of paper or on the back of your copy {Copy 5). — DO NOT PROVIDE THIS
INFORMATION ON THE BACK OF ANY OTHER COPY OF THE FORM. TAKE COPY 5 WITH YOU.

STEP 6: COMPLETED BY MEDICAL REVIEW OFFICER - PRIMARY SPECIMEN

In accordance with applicable Federal requirements, my verification is:

[TINEGATIVE [JPOSITIVE for:
TE

[JpiLy
[(I REFUSAL TO TEST because ~ check reason(s) below: [T] TEST CANCELLED
[J ADULTERATED (adulterant/reason):
] SUBSTITUTED
[JOTHER:
REMARKS:
X : J /
Signature of Medical Review Officer {PRINT) Medical Review Officer's Name (First, Ml, Last) Date (Mo/Day/Yr)

STEP 7: COMPLETED BY MEDICAL REVIEW OFFICER - SPLIT SPECIMEN

In accordance with applicable Federal requirements, my verification for the split specimen (if tested) is:

] RECONFIRMED for: ] TEST CANCELLED
[) FAILED TO RECONFIRM for:
REMARKS:
X_ /i
igy of Medical Review Officer {PRINT) Medical Review Officer's Name (First, Ml, Last) Date (Mo/Day/¥r}

COPY 3 - COLLECTOR COPY
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FEDERAL DRUG TESTING CUSTODY AND CONTROL FORM

SPECIMEN ID NO. 0000001

STEP 1: COMPLETED BY COLLECTOR OR EMPLOYER REPRESENTATIVE ACCESSION NO.

A. Employer Name, Address, 1.D. No. B. MRO Name, Address, Phone No, and Fax No.

C. Donor SSN or Employee 1.D. No.
D. Specify Testing Authority: [] HHS [] NRC 7] DOT — Specify DOT Agency: [[] FMCSA [JFAA [JFRA [JFTA [JPHMSA [ USCG
E. Reason for Test: [T]Pre-employment ["]Random [ ] Reasonable Suspicion/Cause []Post Accident [“JReturnto Duty []Follow-up [ 7] Other (specify)

F. Drug Tests to be Performed:  [[] THC, COC, PCP, OPI, AMP  [J THC&COC Only [ Other (specify)
G. Collection Site Address:

Coliector Phone No.

Collector Fax No.

STEP 2: COMPLETED BY COLLECTOR (make remarks when appropriate) Collector reads specimen temperature within 4 minutes,

Temperature between 90°and 100°F?  [7] Yes  [] No, Enter Remark ] Collection: [ Split [ Single  [] None Provided, Enter Remark I 7] Observed, Enter Remark

REMARKS

STEP 3: Collector affixes bottle seal(s) to bottle(s). Collector dates seal(s). Donor initials seal(s). Donor completes STEP 5 on Copy 2 (MRO Copy)
STEP 4: CHAIN OF CUSTODY - INITIATED BY COLLECTOR AND COMPLETED BY TEST FACILITY :

I certify that the specimen given to me by the donor identified in the certification section on Copy 2 of this form was SPECIMEN BOTTLE(S) RELEASEDTO:
collected, labeled, sealed and refeased to the Delivery Service noted in accordance with applicable Federal requirements,
X
Signature of Calfector AM
/ / PM
PRINT) Collector’s Name (First, M, Last) Date (Mo/Day/Yr) Time of Collection Name of Delivery Service

STEP 5: COMPLETED BY DONOR

1 certify that | provided my urine specimen to the collector; that I have not adulterated it in any manner; each specimen bottle used was sealed with a tamper-evident seal in
my presence; and that the information provided on this form and on the label affixed to each specimen bottle is correct.

X

/ Vi
Signature of Donor {PRINT) Donor's Name (First, MI, Last) Date (Mo/Day/Yr)
Daytime Phone No. { ) Evening Phone No. ) Date of Birth

{MolDayIYr)/

After the Medical Review Officer receives the test results for the specimen identified by this form, he/she may contact you to ask about prescriptions and
over-the-counter medications you may have taken. Therefore, you may want to make a list of those medications for your own records. THIS LIST IS NOT
NECESSARY. If you choose to make a list, do so either on a separate piece of paper or on the back of your copy (Copy 5). — DO NOT PROVIDE THIS
INFORMATION ON THE BACK OF ANY OTHER COPY OF THE FORM. TAKE COPY 5 WITH YOU.

STEP 6: COMPLETED BY MEDICAL REVIEW OFFICER - PRIMARY SPECIMEN

fn accordance with applicable Federal requirements, my verification is:

[INEGATIVE  [JPOSITIVE for:
[1DILUTE
[TJREFUSAL TO TEST because — check reason(s) below: [JTEST CANCELLED
[[J ADULTERATED (adulterant/reason):
] SUBSTITUTED
[J OTHER:

REMARKS:

X / /

of Medical Review Officer {PRINT) Medical Review Officer's Name (First, MI, Last) Date (Mo/Day/Yr}

STEP 7: COMPLETED BY MEDICAL REVIEW OFFICER - SPLIT SPECIMEN

In accordance with applicable Federal requirements, my verification for the split specimen (if tested) is:

[TJRECONFIRMED for: [JTEST CANCELLED

[_] FAILED TO RECONFIRM for:

REMARKS:

X

/. /.
Signature of Medical Review Officer (PRINT) Medical Review Officer's Name (First, MI, Last) Date (Mo/Day/Yr}

COPY 4 - EMPLOYER COPY
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FEDERAL DRUG TESTING CUSTODY AND CONTROL FORM

SPECIMEN iD NO. OOOOOO 1

STEP 1: COMPLETED BY COLLECTOR OR EMPLOYER REPRESENTATIVE ACCESSION NO.

A. Employer Name, Address, I.D. No, B. MRO Name, Address, Phone No. and Fax No.

C. Donor SSN or Employee 1.D. No.
D. Specify Testing Authority: [ ] HHS [] NRC [7] DOT - Specify DOT Agency: [ ] FMCSA [JFAA [JFRA [JFTA [JPHMSA []USCG
E. Reason for Test: [} Pre-employment [_]Random [ ] Reasonable Suspicion/Cause [ ] Post Accident [ }Returnto Duty [ ]Follow-up ["]Other {specify)

F. Drug Tests to be Performed: ] THC, COC, PCP, OPI, AMP 7] THC & COC Only [ Other {specify)
G. Collection Site Address:

Collector Phone No.

Collector Fax No.

STEP 2: COMPLETED BY COLLECTOR (make remarks when appropriate) Collector reads specimen temperature within 4 minutes.

Temperature between 90°and 100°F?  [7] Yes [T No, Enter Remark I Collection: [T} Split  [] Single [ None Provided, Enter Remark [ ] Observed, Enter Remark

REMARKS

STEP 3: Collector affixes bottle seal(s) to bottie(s). Collector dates seal(s). Donor initials seal(s). Donor completes STEP 5 on Copy 2 (MRO Copy)
STEP 4: CHAIN OF CUSTODY - INITIATED BY COLLECTOR AND COMPLETED BY TEST FACILITY

I certify that the specimen given to me by the donor identified in the certification section on Copy 2 of this form was SPECIMEN BOTTLE(S) RELEASED TO:
collected, labeled, sealed and released to the Delivery Service noted in accordance with applicable Federal requirements.
X
Signature of Collector AM
L / PM
PRINT) Collector’'s Name (First, MI, Last} Date (Mo/Day/Yr) Time of Collection Name of Delivery Service

STEP 5: COMPLETED BY DONOR

I certify that I provided my urine specimen 1o the collector; that | have not adulterated it in any manner; each specimen bottle used was sealed with a tamper-evident seal in
my presence; and that the information provided on this form and on the label affixed to each specimen bottle is correct.

X / /
Signature of Donor (PRINT) Donor's Name (First, Mi, Last) Date (Mo/Day/Yr}

Daytime Phone No. ( ) Evening Phone No, ( ) Date of Birth / !l

{Mo/Day/Yr)

After the Medical Review Officer receives the test results for the specimen identified by this form, he/she may contact you to ask about prescriptions and
over-the-counter medications you may have taken. Therefore, you may want to make a list of those medications for your own records. THIS LIST IS NOT
NECESSARY. If you choose to make a list, do so either on a separate piece of paper or on the back of your copy (Copy 5). — DO NOT PROVIDE THIS
INFORMATION ON THE BACK OF ANY OTHER COPY OF THE FORM. TAKE COPY 5 WITH YOU.

STEP 6: COMPLETED BY MEDICAL REVIEW OFFICER - PRIMARY SPECIMEN

In accordance with applicable Federal requirements, my verification is:

[INEGATIVE [ POSITIVE for:
[]DILUTE

[CJREFUSAL TO TEST because — check reason(s) below: - [JTEST CANCELLED
[[JADULTERATED (adulterant/reason):
{1 SUBSTITUTED
T OTHER:
REMARKS:
X / /
i of Medical Review Officer {PRINT) Medical Review Officer’s Name (First, Mi, Last) Date (Mo/Day/Yr)

STEP 7: COMPLETED BY MEDICAL REVIEW OFFICER - SPLIT SPECIMEN

In accordance with applicable Federal requirements, my verification for the split specimen (if tested) is:

[C1RECONFIRMED for: {1 TEST CANCELLED
[J FAILED TO RECONFIRM for:
REMARKS:
X )
Signature of Medical Review Officer {PRINT) Medical Review Officer's Name (First, M1, Last) Date {(Mo/Day/Yr)

COPY & - DONOR COPY
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Federal Register/Vol. 73, No. 228/ Tuesday, November

25, 2008/ Notices

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Substance Abuse and Mental Health
Services Administration

Mandatory Guidelines for Federal
Workplace Drug Testing Programs

AGENCY: Substance Abuse and Mental
Health Services Administration, HHS.
ACTION: Revised Mandatory Guidelines.

SUMMARY: This Final Notice of Revisions
to the Mandatory Guidelines for Federal
Workplace Drug Testing Programs
(Revisions to Mandatory Guidelines)
addresses collection and testing of urine
specimens, the requirements for the
certification of Instrumented Initial Test
Facilities (IITFs), and the role of and
standards for collectors and Medical
Review Officers (MROs). Additional
notices of Proposed Revisions to the
Mandatory Guidelines addressing the
use of point of collection testing
(POCT), oral fluid testing, sweat patch
testing, hair testing, and associated
issues will be published at a later date.
With regard to the use of alternative
specimens including hair, oral fluid,
and sweat patch specimens in Federal
Workplace Drug Testing Programs,
significant issues have been raised by
Federal agencies during the review
process which require further
examination, and may require
additional study and analysis. As part of
the review process for these alternative
tests, the Department of Health and
Human Services (“HHS” or
“Department”) plans to issue a notice in
the Federal Register requesting
information and assistance from the
general public to provide or identify
data and research findings that address
specific areas of interest.

DATES: Effective Date: March 25, 2008.
FOR FURTHER INFORMATION CONTACT:
Donna M. Bush, Ph.D., Division of
Workplace Programs, CSAP, SAMHSA,
1 Choke Cherry Road, Room 2-1033,
Rockville, Maryland 20857, (240) 276—
2600 (phone), (240) 276-2610 (Fax), or
e-mail at donna.bush@samhsa.hhs.gov.
SUPPLEMENTARY INFORMATION:

Background

The Guidelines were first published
in the Federal Register on April 11,
1988, (53 FR 11970), and have since
been revised in the Federal Register on
June 9, 1994, (59 FR 29908), on
September 30, 1997, (62 FR 51118), on
November 13, 1998 (63 FR 63483), and
on April 13, 2004, (69 FR 19644). The
Guidelines establish the scientific and
technical guidelines for Federal
workplace drug testing programs and

establish standards for certification of
laboratories engaged in drug testing for
Federal agencies under authority of
section 503 of Public Law 100-71, 5
U.S.C. Section 7301 note, and Executive
Order (E.O.) 12564.

The Department also published
Proposed Revisions to Mandatory
Guidelines in the Federal Register on
April 13, 2004, (69 FR 19673). These
Proposed Revisions to Mandatory
Guidelines described changing the
Guidelines into a plain language format,
expanding the Federal drug testing
program to include use of alternative
specimens including testing hair, oral
fluid, and sweat patch specimens,
allowing the use of “point of collection
testing” (POCTs) for urine and oral fluid
specimens, establishing the
requirements for certifying
“instrumented initial test facilities”
(IITFs) to test specimens, and providing
specific standards for collectors, POCT
testers, and MROs. There was a 90-day
public comment period during which
285 commenters submitted comments
on the proposed changes to the
Guidelines. These commenters were
individuals and public and private
entities. The comments are available for
public view on the Department’s
Internet Web site (http://
workplace.samhsa.gov).

Section 503 of Public Law 100-71, 5
U.S.C. Section 7301 note, required the
Department to establish scientific and
technical guidelines and amendments in
accordance with Executive Order 12564,
and to publish Mandatory Guidelines
which establish comprehensive
standards for all aspects of laboratory
drug testing and procedures, including
standards that require the use of the best
available technology for ensuring the
full reliability and accuracy of drug tests
and strict procedures governing the
chain of custody of specimens collected
for drug testing. These revisions to the
Mandatory Guidelines promote and
establish standards that use the best
available technology for ensuring the
full reliability and accuracy of urine
drug tests, while reflecting the ongoing
process of review and evaluation of
legal, scientific, and societal concerns.

The submitted public comments and
additional comments raised by Federal
Agencies during subsequent internal
review of the proposed changes to the
Guidelines raised significant scientific,
legal, and public policy concerns about
the use of alternative specimens and
POCT devices in Federal agency
workplace drug testing programs. Since
each alternative specimen and drug
testing using POCT devices poses
different concerns, the Department
established a staggered timeline for

issuing final guidance that allows for
further study and research. In assessing
the complexity of the task, the
Department has decided to publish
these final Guidelines with regard to
collection and testing urine specimens,
establishing the requirements for the
certification of IITFs, and establishing
specific standards for collectors and
MROs. The Department considered
several options for issuing one or more
Final Notices in the Federal Register
that may require additional public
comment periods, concerning the use of
alternative specimens and drug testing
technologies such as POCT devices.
Since the scientific, legal, and public
policy information for drug testing oral
fluid, hair, and sweat patch specimens,
and using POCT devices is not as
complete as it is for the laboratory-based
urine drug testing program, developing
Final Notices concerning the use of
these is more challenging. As described
in the notice of Proposed Revisions to
Mandatory Guidelines issued April 13,
2004, the performance of alternative
specimens in pilot performance testing
(PT) programs has been encouraging,
with individual laboratory and group
performance improving over time.
However, there are still three areas of
concern. First, the data from the pilot
PT programs to date show that not all
participants have developed the
capability to test for all required drug
classes, nor to perform such tests with
acceptable accuracy. Second, some drug
classes are more difficult to detect than
others, for any given type of specimen.
Third, the specific drug classes that are
difficult to detect vary by type of
specimen. As a result, it will require
additional study to assist agencies in
determining how to select the
appropriate type of specimen to be
collected from a specific donor, when
the use of a specific drug is suspected.
Nevertheless, HHS believes that the
addition of alternative specimens to the
Federal Workplace Drug Testing
Program would complement urine drug
testing and aid in combating the risks
posed from available methods of
suborning urine drug testing through
adulteration, substitution, and dilution.
Thus, HHS will continue to pursue
testing using alternative specimens.
HHS anticipates issuing further
revisions to the Mandatory Guidelines
addressing the use of oral fluid, sweat
patch, and hair, and the use of POCT
devices for urine and oral fluid. These
revisions will be published in the
Federal Register, with opportunity for
public comment.

All written comments were reviewed
and taken into consideration in the
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preparation of these revised Guidelines.
The preamble only addresses sections of
the draft Guidelines regarding urine
testing that were commented on during
the public comment period or that the
Department is changing. Most section
numbers for the Guidelines issued in
April 2004 were changed in these
Guidelines due to the removal of those
sections concerning alternative
specimens and POCT as well as for
clarity. To make it easier for the public,
the preamble refers to the new section
number and, where appropriate, the
corresponding section number in the
Proposed Revisions to Mandatory
Guidelines issued in April 2004. Similar
comments are considered together in the
discussion.

Reason for the Effective Date

An effective date of 18 months from
the date of publication of these revised
Mandatory Guidelines was chosen to
permit the following activities:

(1) It will take at least 12 months for
manufacturers of immunoassay test kits
to modify or manufacture immunoassay
test kits and ensure compliance with
any applicable statutory and regulatory
requirements before commercialization
of the modified kits.

(2) It will take the HHS-certified
laboratories at least one month to
validate and implement the new test
kits.

(3) It will take 2 to 3 months for the
National Laboratory Certification
Program (NLCP) to challenge the HHS-
certified laboratories with performance
testing (PT) samples to ensure that the
test kits and test results satisfy the
required performance criteria.

The effective time frame of 18 months
will encompass many activities that will
overlap or occur at the same time within
different industries and Federal
agencies.

Summary of Public Comments and the
HHS Response

The following comments were
directed to the information and
questions in the preamble.

Initial Test Kit Issues

In the proposed Guidelines, the
Department requested comments on
issues regarding the testing for
amphetamine analogs using one or two
immunoassay test kits because the
laboratory or IITF would be required to
test specimens for the target analytes
listed under amphetamines. Two
commenters believed that two separate
initial test kits would be needed to
appropriately screen specimens for
amphetamines as specified in Section
3.4. One commenter believed three

separate initial test kits may be required.
Six commenters believed that one initial
test kit could be used to screen for
amphetamine, methamphetamine, and
their analogs. For the most part, the
commenters provided justifications for
their comments. The Department has
evaluated the comments and has
concluded that using either a single
initial test kit or multiple initial test kits
is acceptable depending on the
specificity and sensitivity that the single
initial test kit has with amphetamine
and methamphetamine and its cross-
reactivity with
methylenedioxymethamphetamine
(MDMA).

Subpart A—Applicability

The Department has revised Section
1.1 to state that the requirements in
these Guidelines also apply to collectors
and MROs. This revision ensures that
collectors and MROs are notified of the
applicable requirements under these
Guidelines.

In Section 1.5, where terms are
defined, the Department has added
several new definitions for terms that
appear in the Guidelines, and revised
several definitions that needed
clarification even though no comments
were received from the public.

The Department has changed the term
to be defined from ‘““‘adulterated” to
“adulterated specimen.” The meaning
of the term has not changed. Only the
wording has been changed to make the
definition clearer.

Definitions were added for ““‘alternate
responsible person” and ‘“‘alternate
responsible technician,” the individuals
who are pre-approved by HHS to
assume responsibility for the HHS-
certified drug testing laboratory or IITF,
respectively, when the responsible
person or responsible technician is
absent for an extended period.

The definition for “cancelled test”
was reworded for clarification. The
definition is the same.

The term “carryover” was defined.
Carryover, as used in these Guidelines,
refers to the condition that results when
the test result for one sample has been
affected by a preceding sample during
analysis. For example, if the
concentration of a drug in one sample
is very high and cannot be completely
eliminated from the analytical
instrument before the next sample is
tested, the residual drug in the
analytical instrument contributes to the
concentration of that drug in the next
sample.

The definition for “certifying
scientist” was revised to indicate that a
certifying scientist can report any test
result reported from an HHS-certified

laboratory. The proposed definition
referred to “non-negative or invalid
result.” Since the term ‘“‘non-negative”
was deleted from these Guidelines, the
definition for certifying scientist needed
to be revised.

The definition for “certifying
technician” was revised to state that a
certifying technician can report on the
chain of custody and scientific
reliability of negative, negative/dilute,
and rejected for testing results. This
revised definition clarifies which types
of results a certifying technician can
report. The proposed definition
incorrectly permitted the certifying
technician to report on the chain of
custody and scientific reliability of only
negative test results.

The term “confirmatory validity test”
was changed to “confirmatory specimen
validity test.” The term ‘“‘validity test”
was changed to “specimen validity test”
throughout the Guidelines, to be
consistent with current terminology
used by the Department.

The definition for a “cutoff”” was
revised to apply to specimen validity
tests, as well as drug tests. The term is
used in both contexts.

The definition for “dilute specimen”
was revised to state that the term
applies to a urine specimen with
creatinine and specific gravity values
that are lower than expected but still
physiologically possible. This change
shows that a dilute specimen is different
from a substituted specimen.

The definition for “failed to
reconfirm’” was revised to clarify that
the term applies when a second
laboratory tests a split (Bottle B)
specimen and is unable to corroborate
the original test result reported by the
primary laboratory.

The definition for “follow-up test”
was removed. The definition for
“follow-up test” is provided in Federal
agency drug testing plans and does not
need to be repeated in the Guidelines.

The definition for an “initial validity
test” was changed to “initial specimen
validity test” throughout the Guidelines
to be consistent with current
terminology used by the Department.
The term was also revised to include an
“invalid result”” because an “invalid
result” requires using an initial
specimen validity test as would an
adulterated, diluted, or substituted test
result.

To avoid confusion, the definitions
for an “instrumented initial test facility”
and for a “laboratory” were revised to
show that these are permanent
locations.

The definition for “invalid result”
was revised to clarify that this type of
result is reported when the test results
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satisfy the criteria established in Section
3.8. The definition in the draft issuance
did not include all of the criteria
described in Section 3.8.

A definition for “limit of detection”
(LOD) has been added to these
Guidelines because the Guidelines
require the laboratory to determine the
LOD for each confirmatory drug test
during assay validation. In addition, to
validate specimen validity tests,
laboratories and IITFs are required to
demonstrate and document appropriate
assay characteristics, which may
include the LOD.

A definition for “limit of
quantitation” (LOQ) has been added to
these Guidelines because the Guidelines
require the laboratory to determine the
LOQ for each confirmatory drug test
during assay validation. In addition, to
validate tests used to determine
specimen validity, laboratories and
IITFs are required to demonstrate and
document appropriate assay
characteristics, which may include the
LOQ. Lastly, laboratories and IITFs are
required to use the established LOQ as
the decision point for adulterants
without a program-specified cutoff.

A definition for a “lot” has been
added to these Guidelines because
throughout the Guidelines there are
requirements to validate or verify the
performance characteristics of various
items (e.g., drug test kits, reagents,
quality control material) and to establish
an expiration date. The term “‘lot” refers
to the item(s) manufactured from the
same starting materials within a
specified period of time which have
essentially the same performance
characteristics and the same expiration
date.

The definition for a “‘negative result”
was revised to clarify that the specimen
must not only be negative for drugs but
must also be a valid urine specimen.
Since these Guidelines require that
specimen validity tests be conducted on
each specimen, this definition states
that a “negative result” indicates that a
specimen is not only negative for drugs
but also that the specimen validity tests
conducted on the specimen indicate
that the specimen is a valid specimen.

The definition for a ‘“‘non-negative”
result was removed from the list of
definitions and replaced with more
specific reporting terms as follows:
Positive result, substituted specimen,
adulterated specimen, or invalid
specimen result.

The definition for a “performance
testing (PT) sample” was revised to
show that it refers to samples that are
program-generated and sent to a testing
facility. The proposed definition did not
indicate the source of the samples.

The definition for a “post-accident
test” was removed. The definition for
“post-accident test” is provided in
Federal agency drug testing plans and
does not need to be repeated in the
Guidelines.

The definition for a “pre-employment
test” was removed. The definition for
“pre-employment test”” is provided in
Federal agency drug testing plans and
does not need to be repeated in the
Guidelines.

The definition for a “quality control
(QC) sample” was revised to clarify that
the term refers to calibrators or controls.

The definition for a “random test”
was removed. The definition for
“random test” is provided in Federal
agency drug testing plans and does not
need to be repeated in the Guidelines.

The definition for a “‘reasonable
suspicion/cause test”” was removed. The
definition for ‘‘reasonable suspicion/
cause test” is provided in Federal
agency drug testing plans and does not
need to be repeated in the Guidelines.

The definition for “reconfirmed” was
revised to clarify that the definition
applies to a split specimen (Bottle B)
tested by a second laboratory.

The definition for “return to duty
test” was removed. The definition for
“return to duty test” is provided in
Federal agency drug testing plans and
does not need to be repeated in the
Guidelines.

The definition for “rejected for
testing”” was revised to clarify that this
result may be reported by an IITF, as
well as a laboratory.

Three commenters noted the terms
“sample” and “specimen” were used
interchangeably throughout the
Guidelines and suggested that the
definitions be defined and the text
updated accordingly. The Department
agrees and has revised the definitions
for these terms and has revised the
Guidelines text to consistently use the
terms as they are defined in this section.
“Sample” refers to a performance
testing (PT) sample, a quality control
sample, or a representative portion of a
donor specimen. “Specimen” refers to
the donor specimen (i.e., urine provided
by the donor for the drug test).

The term ““split specimen” was
replaced by “split specimen collection.”
The definition of a ““split specimen
collection” states that one urine
specimen of sufficient volume is
collected and then divided into two
separate specimen bottles. A “split
specimen collection” does not permit
collecting two different urine specimens
at two different times that are,
respectively, transferred to a Bottle A
and a Bottle B.

The definition for “substituted” was
changed to “‘substituted specimen’ and
revised to define this as a specimen
submitted in place of the donor’s urine,
as evidenced by creatinine and specific
gravity values outside physiologically
producible ranges of human urine.

Section 1.6 describes what an agency
is required to do to protect employee
records. The policy in this section is the
same as the policy in the Proposed
Revisions to Mandatory Guidelines. The
Department has included a discussion
on the Health Insurance Portability and
Accountability Act of 1996 (HIPAA).

The Department has included a new
Section 1.7, to clarify refusals to test and
who ultimately determines if the
conditions for verifying them are met
(i.e., the collector, the MRO, the Federal
agency).

Subpart B—Specimens

Section 2.1 states that urine is the
only specimen that can be collected by
a Federal agency under the Guidelines
for its workplace drug testing program
to clarify that Federal agencies are
prohibited from collecting any other
type of specimen.

Section 2.2 describes the
circumstances under which a Federal
agency may collect a specimen. The
Department has included this section to
ensure that the circumstances described
are consistent with the reasons for
collecting a specimen as listed on the
Federal CCF.

Section 2.3 requires each urine
specimen to be collected as a split
specimen. This policy is the same as the
policy described in the Proposed
Revisions to Mandatory Guidelines.
Five commenters opposed the part that
the single urine specimen collection
procedure was being eliminated. The
Department disagrees with the
commenters and has eliminated the
single urine specimen collection
procedure, not because the procedure is
forensically or scientifically
unsupportable, but because the split
specimen procedure ensures that the
donor will have access to a split
specimen that was not opened by the
laboratory testing the primary specimen.
Additionally, there are a number of
Federal employees working for agencies
that have employees subject to both
Federal drug testing guidelines and
Department of Transportation
workplace drug testing regulations.
Requiring the use of a split specimen
collection procedure will ensure that
employees working in these dual
regulation situations are treated the
same.
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Subpart C—Drug and Specimen
Validity Tests

Section 3.1 describes the tests that are
performed on each urine specimen. The
policy in this section applies to each
specimen collected by a Federal agency
regardless of the circumstance for which
it was collected as described in Section
2.2. The Department believes that the
wording of the policy in the current and
Proposed Revisions to Mandatory
Guidelines may be incorrectly
interpreted such that the required tests
only apply to specimens collected from
Federal agency applicants and
specimens collected at random.
However, this is not the case. The
wording in this section has been revised
to state that each specimen collected
will be tested for the same drugs and
specimen validity tests. This section
was also revised to describe the
specimen validity tests that must be
performed on each urine specimen. The
requirements and explanations
described for the specimen validity tests
are the same as those described in the
current and Proposed Revisions to
Mandatory Guidelines.

Section 3.2 provides guidance on how
a Federal agency may test a specimen
for additional drugs. Three commenters
requested additional guidance on how a
Federal agency would request
permission to test for an additional drug
on a case-by-case basis. The Department
believes the policy in Section 3.2(a)
adequately describes how a Federal
agency would request to test a donor’s
specimen for a suspected Schedule I or
Schedule II drug that is not part of the
Federal program.

After further review of Section 3.2(a),
however, the Department recognized
that the Guidelines do not address how
to proceed if the Federal agency is
requesting to test for a Schedule I or II
drug for which an immunoassay test is
not available. The Department thus has
added that when the need to test for an
additional drug occurs and there is no
immunoassay test available, an HHS-
certified laboratory should be permitted
to test for the drug by testing two
separate aliquots of the specimen using
the same confirmatory drug test. The
confirmatory drug test used by the
laboratory must satisfy the requirements
in Section 11.13, the laboratory must
validate the confirmatory drug test in
accordance with the requirements in
Section 11.14, and must satisfy the
quality control requirements as stated in
Section 11.15. The Department believes
that testing the specimen twice using a
validated confirmatory drug test is
scientifically and forensically
acceptable. Additionally, when a

specimen is reported as positive,
adulterated, or substituted, the
Department allows the donor to request
that Bottle B be tested at another HHS-
certified laboratory by the confirmatory
method. The testing of the split
specimen by a second HHS-certified
laboratory to reconfirm the drug
reported positive by the first laboratory
is sufficient to protect the donor’s
interests.

Section 3.3 states that urine
specimens collected for Federal agency
workplace drug testing programs may
only be tested for the purpose of
detecting drug use and to determine the
validity of the specimen unless
otherwise authorized by law. Several
commenters expressed concern over the
possibility that DNA testing could be
conducted on a specimen. The
Department states in Section 3.3(a) that
“Federal agency specimens * * * must
only be tested for drugs and to
determine their validity unless
otherwise authorized by law.” The
Department is satisfied that the policy,
as stated, prohibits DNA testing on a
specimen but has removed the phrase
‘“unless otherwise authorized by law”
from this section to clarify that Federal
agency specimens must only be tested
for drugs and to determine their
validity.

Section 3.4 lists the drugs and drug
metabolites and the initial and
confirmatory cutoff concentrations used
to test and report urine specimens as
negative or positive for a drug. The
initial and confirmatory cutoff
concentrations are the same as in the
Proposed Revisions to Mandatory
Guidelines, but the tables have been
combined to make it easier for the
readers.

Several commenters suggested
including the scientific rationale used to
support the proposed changes to the
cocaine metabolite (benzoylecgonine)
and amphetamine cutoff concentrations.
Three commenters disagreed with the
proposal to lower the amphetamines
initial test cutoff concentration. Two of
the three commenters were concerned
that the lower cutoff will result in
higher costs and more false initial test
positives due to medications available
over the counter. The third commenter
stated that their laboratory currently has
customers who use the lower
amphetamine cutoff concentration and
have no more confirmed positives than
compared to a 1000 ng/mL initial test
cutoff, but who do have more
unconfirmed specimens.

The Department believes the revised
cutoff concentrations will increase the
window of detection for these drugs,
i.e., the number of hours after a drug is

ingested by an individual that the
concentration of the drug or drug
metabolite in urine will likely remain
above the cutoff concentration. Lower
cutoff concentrations will increase the
number of urine specimens that are
identified as containing cocaine
metabolites and amphetamines and,
thereby, will increase the deterrent
effect of the program and improve
identification of employees using illicit
substances. Based on results reported by
laboratories in the current urine PT
program, the Department believes that
certified laboratories (and IITFs after
they are certified) will have the ability
to report accurate test results using
these revised cutoff concentrations.
There is no evidence available to the
Department to indicate that lowering
these cutoff concentrations will increase
the possibility that a donor who has not
actually used cocaine or amphetamines
will be identified as a drug user. The
Department also points out that the
individual can always challenge the
result with the MRO.

Several commenters raised questions
regarding the proposed options for HHS-
certified laboratories and IITFs to
perform an initial test for 6-AM. The
commenters stated that the policy
options were unclear as presented in
Section 3.4, and recommended that
HHS provide additional guidance to
prevent inconsistent treatment of
specimens. The Department has revised
the table and footnotes in Section 3.4 to
clarify that all specimens tested for
opiates must be tested for 6—~AM. This
policy allows a laboratory to confirm
and report 6-AM by itself, in contrast to
the current Guidelines policy which
requires 6-AM to be tested and reported
in conjunction with a positive morphine
result. Data from laboratories indicate
that 6—~AM is present in specimens even
when the morphine concentration is
below 2000 ng/mL.

Sections 3.5, 3.6, 3.7, and 3.8 describe
the criteria for reporting a urine
specimen as adulterated, substituted,
dilute, and invalid, respectively. Each
section was revised to clarify that only
a certified laboratory may report a
specimen as adulterated, substituted, or
invalid; that only a certified laboratory
may report a specimen as dilute when
creatinine is equal to or less than 5 mg/
dL; and that a laboratory or an IITF may
report a specimen as dilute when
creatinine is greater than 5 mg/dL. For
an adulterated or invalid urine
specimen, one commenter requested the
rationale for changing from the 20 mcg/
mL chromium (VI) [Cr (VI)] initial
validity test cutoff in a previous draft
(several preliminary versions of the
Guidelines were posted on the
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SAMHSA workplace Web site before the
Proposed Revisions to Mandatory
Guidelines were published in the
Federal Register to 50 mcg/mL in these
Guidelines. One commenter
recommended using the 20 mcg/mL Cr
(VI) cutoff instead of 50 mcg/mL and
provided supporting data. Although the
Department agrees with the data
provided, the 50 mcg/mL cutoff is
consistent with the capabilities of
current assays’ sensitivity and
specificity. Additionally, most, but not
all, oxidants are quantified at
concentrations greater than 50 mcg/mL
when they are used as urine adulterants.
Unpublished evaluations of samples
spiked with Cr (VI) have shown that for
Cr (VI) to be effective as an adulterant,
the urine concentration is usually much
greater than 100 mcg/mL. For these
reasons, the Department believes that
the 50 mcg/mL Cr (VI) cutoff is
sufficient to identify adulteration with
Cr (VI) and is appropriate. One
commenter recommended using the
limit of quantitation (LOQ) instead of
the limit of detection (LOD) as the
decision point for adulterant tests
without a program specified cutoff. The
commenter stated that an LOQ ensures
that the adulterant has been both
appropriately identified and quantified.
The Department agrees and has revised
the testing requirements in Sections 3.5
and 3.8 to require that the adulterant’s
concentration be equal to or greater than
the LOQ that was determined by the
HHS-certified laboratory.

The Department has revised Section
3.7 to clarify that a dilute result may
only be reported in conjunction with
either a positive test result or a negative
test result. When a urine specimen is
determined to be adulterated or when
an invalid result is being reported, the
Department does not consider finding a
dilute result for such a specimen as
being correct. It is assumed that an
adulterated or invalid urine specimen
has been tampered with and, if it also
happens to satisfy the dilute criteria, the
dilute result would actually be
meaningless. Additionally, by
definition, when a urine specimen is
reported as substituted it cannot be a
dilute specimen. Therefore, a dilute
result cannot be reported in conjunction
with a substituted result.

Subpart D—Collectors

Section 4.1 describes who may collect
a specimen for a Federal agency. Three
commenters recommended allowing
direct supervisors to routinely collect
specimens for federal agency applicant
tests. The Department disagrees and has
always prohibited an immediate
supervisor or hiring official from

routinely acting as a collector, unless no
other collector is available and only
when the supervisor or hiring official is
a trained collector.

Section 4.2 describes who may not
collect a specimen. Seven commenters
were opposed to the policy which
prohibits testing facility employees from
collecting specimens if they could link
the donor’s identity to the test results.
The Department has always prohibited
testing facility (HHS-certified
laboratory) employees from collecting
specimens if they could link the donor’s
identity to the test results and believes
that this policy is appropriate. The
Department revised this section to
prohibit an employee who is in a testing
designated position and subject to the
Federal agency drug testing rules from
serving as a collector for co-workers
who are in the same testing pool or who
work together with that employee on a
daily basis, and to prohibit an
individual from collecting his or her
own urine for a federally regulated drug
test.

Section 4.3 describes the
requirements for an individual to be a
collector for a Federal agency. Seven
commenters disagreed with requiring
collectors to read and understand the
Guidelines and felt this should be
limited to the sections pertaining to the
collection of specimens. The
Department agrees and has revised the
policy in Section 4.3(a) to reflect that a
collector must be knowledgeable of the
collection procedure described in the
Guidelines. Four commenters suggested
that there should be standardized
collector training requirements and
documentation requirements for all
collectors. The Department has revised
Section 4.3 to provide more details on
the requirements for collector training
and the documentation requirements.
The Department believes the
requirements as described in this
section are sufficient and appropriate to
ensure that the collector can properly
collect a specimen and correctly
complete the Federal Drug Testing
Custody and Control Form (Federal
CCF).

Several commenters believe it is not
sufficient to allow the agency to select
the observer if there is no collector of
the same gender available, as stated in
the Proposed Revisions to Mandatory
Guidelines. To address this concern, the
Department has included a new Section
4.4 that specifies training requirements
for an individual to serve as an observer
for a direct observed collection (as
described in Section 8.9). The training
requirements are designed to ensure that
any individual serving as an observer
has been trained in procedures for a

direct observed collection, although he
or she may not be a trained collector.
Other training elements are included to
ensure that the observer interacts with
the donor in a professional manner,
respecting the donor’s modesty and
privacy, and that he or she maintains
the confidentiality of collection
information. The Department also
revised this section to allow the
collector or collection site supervisor to
select the observer.

Section 4.5 describes the
requirements for an individual to be a
trainer for collectors. Three commenters
noted that the Guidelines did not
address approval and monitoring of the
“train the trainer” courses. Currently
there are organizations (e.g.,
manufacturers, private entities,
contractors, Federal agencies) that offer
“train the trainer” courses. The
Department does not believe that it is
necessary or appropriate to approve the
content of the “train the trainer”
courses. If a trainer does not properly
train individuals to be collectors,
collector errors will result as the
Guidelines are enforced and will
demonstrate the need to retrain those
trainers.

Section 4.6 describes what a Federal
agency must do before an individual is
permitted to collect specimens. Five
commenters disagreed with the
requirement for an organization that
manages/employs collectors to retain
the collector training documents, saying
this would be burdensome. The
commenters recommend that collectors
be responsible for their own
documentation. The Department agrees
that many collectors currently retain
their training records and has revised
the policy to indicate that a collector
(who may be self-employed) or
organization (e.g., collector training
company, third party administrator,
Federal agency that employs its own
collectors) must maintain a copy of the
record that documents his or her
training. The Department has also
revised the question to require the
Federal agency to ensure that the
requirements of this section are satisfied
before a collector is permitted to collect
specimens rather than placing the
burden on an organization to satisfy the
requirements. The Federal agency is
always responsible for ensuring that a
collector is properly trained.

Subpart E—Collection Sites

Section 5.1 describes a collection site
as a permanent or temporary facility.
The requirement for a collection site to
have provisions for donor privacy
during the collection procedure has
been moved from Section 5.1 to Section
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5.2, which describes the specific
requirements for a facility that is being
used as a collection site.

Two commenters recommended
including additional criteria in Section
5.2 for a collection site to have a secure
working area and donor privacy. The
Department agrees and is requiring the
collection site in Section 5.2(a) to have
provisions to ensure donor privacy.
Privacy requirements are set forth in
Section 8.1. In addition, Section 5.2(b)
has been revised to reflect the need for
a suitable clean working area that is not
accessible to the donor. The Department
believes the clean working area must
not be accessible to the donor because,
if given an opportunity, a donor may
attempt to tamper with records,
documents, or supplies. The
Department also added Section 5.2(g) to
require facilities to have the ability to
limit donor access to potential
contaminants, adulterants, or diluents.

Section 5.3 describes how long
records must be stored by collection
sites. The record storage requirements in
this section are the same as those
described in the Proposed Revisions to
Mandatory Guidelines. The Department
revised the section to specify the
records that must be retained.

Subpart F—Federal Drug Testing
Custody and Control Forms

Section 6.1 states that an OMB-
approved Federal CCF must be used to
document the collection of a urine
specimen. The requirement in this
section is the same as the requirement
described in the Proposed Revisions to
Mandatory Guidelines.

Section 6.2 describes what happens if
the correct Federal CCF is not available
or is not used. The Department
recognizes that occasionally a current
Federal CCF will not be available or a
non-Federal form or expired Federal
CCF will be used by mistake. The
Department does not want this
discrepancy to cause a laboratory or
IITF to automatically reject the
specimen for testing, or cause an MRO
to automatically cancel the test. If the
collector discovers the error before the
specimen is packaged for shipment to a
laboratory or IITF, the collector must
note on the form that the specimen is a
Federal agency specimen and give the
reason for using the incorrect form.
When this information is provided on
the form, the laboratory or IITF simply
proceeds with testing the specimen as a
Federal agency specimen. If the
laboratory, IITF, or MRO discovers that
an incorrect form was used and there is
no explanation given, the laboratory,
IITF, or MRO must attempt to obtain a
Memorandum For Record (MFR) from

the collector explaining why an
incorrect form was used. If a MFR
cannot be obtained from the collector,
the laboratory or IITF must report a
rejected for testing result (i.e., when
they discovered the error) and the MRO
reports a cancelled test result.

Subpart G—Specimen Collection
Containers

Section 7.1 describes the items to be
used to collect a urine specimen. The
Department added volume requirements
for specimen containers to this section
to ensure that the containers used
would be of a sufficient size to hold the
required amount of urine for primary
and split specimens.

Section 7.2 describes the requirement
that the collection items used must not
affect the specimen collected. The
requirement in this section is the same
as the requirement described in the
Proposed Revisions to Mandatory
Guidelines. However, the proposed
statements regarding FDA clearance for
these collection items has been
removed. FDA has regulatory oversight
of a collection item as a “device” within
the meaning of Section 201(h) of the
Federal Food, Drug, and Cosmetic Act
(the FFDCA) (21 U.S.C. 321(h)), and a
manufacturer must comply with all
statutory and regulatory requirements
for these devices.

Subpart H—Specimen Collection
Procedure

Section 8 establishes the procedures
for collection of a urine specimen. The
Department revised and reorganized the
urine collection procedures in the
Proposed Revisions to Mandatory
Guidelines for clarity and to address
issues raised as described below.

Section 8.1 states the privacy
requirements for specimen collections.
The procedure used to collect a urine
specimen must ensure that a donor is
given a sufficient amount of privacy
under normal circumstances. That is, a
donor is allowed to provide a urine
specimen in the privacy of a restroom or
an enclosed stall. Four commenters
raised concerns with the privacy
requirements that should be given a
donor. The Department evaluated these
comments and believes that it is more
appropriate to address the privacy
requirements in subpart H (which
addresses the collection procedure)
rather than discussing the privacy
requirements in subpart E (which
specifies the requirements for a
collection site). Section 8.1(a) addresses
the comments submitted by stating who
may be present during a collection
procedure. Section 8.1(b) states that the
collector may be a different gender than

the donor, but the observer of a direct
observed collection procedure must be
the same gender, and a monitor for a
monitored collection must be the same
gender unless the monitor is a medical
professional. Section 8.1(c) clarifies that
the privacy given to a donor is visual
privacy because there may be situations
where it is not possible to prevent the
collector from hearing sounds in the
enclosure where the donor is providing
the specimen.

Section 8.2 describes what a collector
must do before starting a specimen
collection procedure. One commenter
noted that the proposed requirement to
have “no other source of water (e.g., no
shower or sink) in the enclosure where
urination occurs” may not address
temporary collection sites. The
commenter recommended that the
procedure be revised to state that the
collector must disable or secure other
sources of water in the restroom before
starting the collection procedure. One
commenter noted that many public
restrooms are equipped with toilets that
have sensors for automatic flushing. The
Department agrees and has revised this
section to read ‘“There must be no other
source of water (e.g., no shower or sink)
in the enclosure where urination occurs
that is not secured during the
collection.” If the enclosure used by the
donor to provide a specimen has a sink
or other source of water besides the
toilet that cannot be disabled or secured,
the collector must perform a monitored
collection in accordance with Section
8.11. The monitor will listen for any
sounds that may suggest possible
attempts by the donor to tamper with
the specimen.

Section 8.3 describes the preliminary
steps in the collection process. Four
commenters recommended that the
Guidelines describe the type of
identification the collector provides to
the donor. The Department has revised
Section 8.3(c) and included some
examples of the type of identification
that may be provided (e.g., driver’s
license, employee badge issued by the
employer, any other picture
identification issued by a Federal, State,
or local government agency). Two
commenters suggested that the collector
must point out to the donor, but not
require the donor to read, the collection
procedure instructions on the back of
the Federal CCF. The Department agrees
with the comment and has revised
Section 8.3(f) to direct the collector only
to inform the donor where the donor
can find the instructions for the
collection on the back of the Federal
CCF. The collector will allow the donor
to read the procedure if the donor
prefers. One commenter suggested that
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the donor be given the collector’s full
name, name of the collector’s
supervisor, name of the company
conducting the test, and the MRO’s
name, telephone, and address. The
Department agrees with this comment.
With the exception of the name of the
collector’s supervisor, the rest of the
commenter’s request for information is
recorded on the donor’s copy of the
Federal CCF. If some of the information
is missing on the Federal CCF, it is the
responsibility of the collector to obtain
the information and to complete the
Federal CCF in accordance with the
instructions for the use of the Federal
CCF for Federal agency workplace drug
testing programs.

Section 8.4 describes the steps that
the collector takes in the collection
process before the donor provides a
urine specimen. The steps are the same
as in the Proposed Revisions to
Mandatory Guidelines, but include
additional detail.

Section 8.5 specifically addresses the
situation where a donor states that he or
she is unable to provide a urine
specimen. Over 50 commenters
expressed concern with the
Department’s urine collection policy.
They stated that some individuals have
what the commenters refer to as a “shy
bladder.” The commenters noted that
these individuals may be physically
unable to provide a urine specimen
upon demand, and forcing them to
drink fluids creates a great deal of stress
and may not change their ability to
provide a specimen. The commenters
were concerned with how a collector
interacts with a donor who is unable to
provide a sufficient amount of urine to
perform a drug test. The Department’s
urine collection policy was designed to
prevent an individual from intentionally
circumventing the requirement to
provide a urine specimen during a
required collection. The policy is not
intended to cause harm to anyone who
has a condition that prevents them from
providing a urine specimen when
requested. The Department has always
expected a collector to treat the donor
with respect when the donor is unable
to provide a specimen within a
reasonable period of time (3 hours is
considered reasonable). To address the
concern, however, the Department has
revised the urine specimen collection
procedure. If the donor states that he or
she cannot provide a specimen, the
collector requests the donor to go into
the restroom (stall) and attempt to
provide a specimen. This attempt
demonstrates the donor’s inability to
provide a specimen when the donor
comes out of the stall with an empty
collection container. At that time, if the

donor states that he or she could
provide a specimen after drinking some
fluids, the collector allows the donor to
drink some liquid (as stated in Section
8.5(b)(1)) and continues with the
collection procedure. If the donor states
that he or she simply needs more time,
without a need to drink fluids, before
attempting to provide a urine specimen,
the collector gives the donor up to 3
hours to provide a urine specimen. If
the donor states that he or she is unable
to provide a urine specimen even after
3 hours, the collector records the reason
for not collecting a urine specimen on
the Federal CCF, notifies the Federal
agency’s designated representative, and
sends the Federal CCF to the MRO and
the Federal agency for further
evaluation of the donor. The
requirement for the further evaluation of
the donor by an MRO will prevent
individuals from being falsely accused
of a refusal to test.

Sections 8.5(b)(1) and 8.6(e)(2)
describe the amount of fluid that a
donor may be given at the collection site
in order to collect a sufficient amount of
urine. The reason why a limit is
imposed at all is the concern for the
welfare of the donor, as well as the
concern that the urine specimen may
become diluted. Several commenters
expressed concern with the amount of
fluids given to a donor at the collection
site. The Proposed Revisions to
Mandatory Guidelines instruction to the
collector to give the donor a reasonable
amount of liquid to drink is flexible in
the amount given (note that the
parenthetical in the Guidelines is stated
as an example, not as a requirement).
However, in response to the comment,
the Department has changed the
example in the Proposed Revisions to
Mandatory Guidelines (‘“an 8 ounce
glass of water every 30 minutes, but not
to exceed a maximum of 24 ounces”’) to
read “an 8 ounce glass of water every 30
minutes, but not to exceed a maximum
of 40 ounces over a period of 3 hours
or until the donor has provided a
sufficient urine specimen.” This change
retains the flexibility that has always
existed in the Federal program and sets
a reasonable time limit within which
most donors would be able to provide
an acceptable amount of urine.
Although the Department has changed
the guidance on the amount of fluid
given the donor, the Department does
not require anyone to drink more fluid
than he or she could comfortably drink.
A statement has also been added to
these sections to clearly state that the
donor is not required to drink any fluids
during this waiting time. The
Department believes that most

individuals who are unable to provide
a sufficient specimen simply need some
additional time to provide the required
specimen without having a need to
drink fluids.

Section 8.6 describes the steps that
the collector takes in the collection
process after the donor provides a urine
specimen. One commenter
recommended that the collector be
instructed to inspect the stall for signs
of tampering before the donor is
permitted to flush the toilet. While this
practice is acceptable, the Department
has not included this detail in the
Guidelines. Sections 8.2 and 8.3 include
pre-collection procedures to prevent or
detect specimen tampering.
Furthermore, Section 8.4(b) instructs the
collector to perform a recollection under
direct observation if the donor’s conduct
indicates a possible attempt to
adulterate or substitute the specimen.

Section 8.6 also includes procedures
for the collector to measure the
specimen temperature, visually inspect
the specimen, and determine the
specimen volume. Three commenters
recommended deleting the proposed
requirements for a collector to send a
Bottle A specimen to the testing facility
when there is an insufficient volume of
urine collected for the split (Bottle B)
specimen as required because this
contradicted the proposed policy that a
failure to provide 30 mL of urine for the
second specimen collection prompts the
collector to obtain guidance on the
action to be taken. The Department
agrees and has revised the collection
procedures to stop the collection when
the donor does not provide at least 45
mL, the amount required for a split
specimen collection, after two attempts.
When this occurs, the collector notifies
the Federal agency’s designated
representative immediately, and notes
on the Federal CCF the donor’s failure
to provide sufficient urine. The Federal
CCF is sent to the Federal agency and
the MRO. Subsequent actions by the
MRO are described in Sections 13.5 and
13.6.

Section 8.8 is a new section that
combines the reasons that appear in
different sections of the current
Guidelines regarding when a direct
observed collection is used. The reasons
are the same; they have simply been
combined in one section. Section 8.8(c)
requires the collector to notify a
collection site supervisor to review and
concur with the collector’s decision to
perform a direct observed collection
procedure. Three commenters disagreed
with this policy. One commenter
recommended requiring an agency
representative in addition to the
supervisor to review and concur with
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the decision. The Department believes
obtaining permission from a supervisor
is necessary when a decision is needed
to conduct a direct observed collection.
The concurrence from a supervisor will
ensure that the collector is justified in
using a direct observed collection
procedure. The Department also
included in this section the actions a
collector must take when the donor
refuses to provide a specimen under
direct observation.

Section 8.9 is a new section that
describes how a direct observed
collection procedure is conducted. The
Proposed Revisions to Mandatory
Guidelines discussed when a direct
observed collection procedure is
permitted, but did not provide guidance
on how it is to be conducted. The
Department has included additional
information regarding direct observed
collections. This information has been
available from the Department and has
been used since the beginning of the
Federal drug testing program. The
Department believes that the procedure
will ensure that all direct observed
collection procedures are conducted the
same way regardless of the reason for
using the direct observed procedure. In
response to submitted comments, in
addition to requiring the observer to be
the same gender as the donor, the
Department has specified in Section 8.9
that individuals must be trained in
direct observed collection procedures in
order to serve as an observer. Training
requirements are included in a new
Section 4.4. The Department included
two new sections, Sections 8.9 and 8.10,
to address when and how monitored
collections are performed.

Section 8.12 establishes how the
collector reports a donor’s refusal to
test. The Proposed Revisions to
Mandatory Guidelines discussed what
constituted a refusal to test during the
collection process, but did not provide
guidance to the collector on how to
report a refusal to test. Additional
information regarding urine collection is
available from the Department. In
addition, the Department included an
instruction for the collector to discard
any urine collected when a refusal to
test occurred during the collection
process.

Section 8.13 establishes the
responsibilities for Federal agencies
regarding collection sites. Many
commenters disagreed with requiring
Federal agencies to inspect all of their
collection sites. The commenters believe
this requirement to inspect the
hundreds of collection sites would be
cost-prohibitive and logistically
impossible, and there does not seem to
be evidence that errors by collectors are

common enough to justify such an
inspection program. Other commenters
suggested that, in lieu of annual
inspections of all collection sites, HHS
require agencies to inspect only
collection sites which have generated
“fatal flaws.” The Department agrees
that requiring Federal agencies to
investigate and possibly inspect
collection sites with “‘rejected for
testing”” errors ensures that collectors
will receive appropriate training to
prevent the recurrence of such errors.
However, the Department maintains that
random inspections are important to
identify any collection procedure
problems that may exist, but are not
readily evident from the Federal CCF
because the forms appear to be properly
completed by the collector. The
Department has revised the inspection
requirements in this section
accordingly. Federal agencies must
inspect only 5 percent of the current
number of collection sites, or up to a
maximum of 50, selected randomly, of
their collection sites each year.
Additionally, Federal agencies are
required to investigate reported
collection site deficiencies (e.g.,
“rejected for testing” by either an HHS-
certified laboratory or HHS-certified
IITF) and take appropriate action which
may include inspecting the collection
site. The number of collection sites
inspected because they have had
“rejected for testing” results are not
included in the 5 percent or maximum
of 50 requirement.

Subpart I—HHS Certification of
Laboratories and IITFs

The proposed section describing the
goals and objectives of certifying
laboratories and IITFs was removed
from the Guidelines. Four commenters
suggested that the discussion should be
in the preamble rather than in the
Guidelines. The Department agrees that
the discussion in this section does not
establish any specific analytical
requirements and was removed from
these Guidelines.

Section 9.1 (Section 9.2 in the
Proposed Revisions to Mandatory
Guidelines) states that the Secretary has
the authority to certify laboratories.
Four commenters disagreed with the
right of the Secretary to review private
sector specimen results tested under the
Guidelines. The Department
understands the concerns expressed by
the commenters; however, the review of
private sector specimen or non-
regulated specimen results, only occurs
for those private sector specimens that
are tested in batches that contain
federally-regulated specimens. This
usually occurs with confirmatory test

batches because laboratories assemble
these batches by taking the initial test
positive specimens from different initial
test batches to make the confirmatory
test cost effective and efficient.
Therefore, the policy described in this
section is the same policy as described
in the Proposed Revisions to Mandatory
Guidelines.

Section 9.2 (Section 9.3 of the
Proposed Revisions to Mandatory
Guidelines) describes the application
process for a laboratory or IITF,
procedures for maintaining certification,
and what a laboratory or IITF must do
when its certification is not maintained.
In the Proposed Revisions to Mandatory
Guidelines, the term “imminent harm”
is used as a reason to require a
laboratory to immediately stop testing
Federal agency specimens. Three
commenters objected to using the term
“imminent harm” because they believe
the term limits the Department’s ability
to suspend a laboratory or IITF.
Although the Department has
successfully suspended a number of
laboratories using “imminent harm” as
the basis for an immediate suspension,
the term has been removed from these
Guidelines. The reasons for taking
action against a laboratory or IITF are
more appropriately discussed in
Sections 9.12, 9.13, and 9.14. The
Department has revised Section 9.2(c) to
clarify the requirements when a
laboratory or IITF does not maintain its
HHS certification.

Section 9.3 (Section 9.5 of the
Proposed Revisions to Mandatory
Guidelines) describes the composition
requirements for the PT samples that are
used to challenge a laboratory or IITF’s
drug and specimen validity tests. The
requirements in this section are the
same as those contained in the current
Guidelines, except for the pH
specifications in Section 9.3(b)(2). These
specifications were revised to challenge
the pH tests used by IITFs, as described
in Section 12.14(c)(1), as well as
laboratory pH screening tests with a
narrow dynamic range, as described in
Section 11.18(c)(1).

Section 9.4 (Section 9.9 of the
Proposed Revisions to Mandatory
Guidelines) describes the requirements
that an applicant laboratory must satisfy
when testing the 3 consecutive sets of
PT samples sent to the laboratory during
the initial certification process. Section
9.5 (Section 9.13 of the Proposed
Revisions to Mandatory Guidelines)
describes the requirements that a
certified laboratory must satisfy when
testing the quarterly sets of PT samples
sent to the laboratory as part of the
maintenance PT program. In both
sections, the requirements are the same





71866

Federal Register/Vol. 73, No. 228/ Tuesday, November

25, 2008/ Notices

as in the current Guidelines with two
exceptions concerning the evaluation of
specific gravity results. The Department
has retained the acceptable range of no
more than +0.0003 specific gravity units
from the mean for PT samples with a
mean less than 1.0100, but has
increased the acceptable range to
+0.0004 specific gravity units when a PT
sample’s mean is equal to or greater
than 1.0100. The Department has
retained the limit of +0.0006 specific
gravity units from the mean for
assessing errors for PT samples with a
mean less than 1.0100, but has
increased the limit to £0.0007 specific
gravity units when the PT sample’s
mean is equal to or greater than 1.0100.
The Department has been evaluating the
performance of the instruments used to
measure specific gravity to 4 decimal
places and believes increasing the
precision limits for high specific gravity
readings is reasonable and appropriate
due to the nature of the refractive index
and calibration methods using oil to
calibrate the instruments.

Section 9.6 (Section 9.17 of the
Proposed Revisions to Mandatory
Guidelines) describes the PT
requirements an applicant IITF must
satisfy to conduct urine testing and
Section 9.7 (Section 9.21 of the
Proposed Revisions to Mandatory
Guidelines) describes the PT
requirements that an HHS-certified IITF
must satisfy to conduct urine testing.
Both sections were revised to be
consistent with PT challenges for the
initial testing part of a laboratory (i.e.,
requirements addressing confirmatory
test challenges were deleted). One
commenter noted the requirement to
correctly identify and report the total
drug challenges over 3 sets of PT
samples was 80 percent for applicant
and certified IITFs, while it is 90
percent for applicant and certified
laboratories. The commenter
recommended that the requirement be
the same for IITFs and laboratories. The
Department agrees and has revised the
requirement in Section 9.6(a)(1) to be 90
percent for applicant IITFs for initial
testing.

Section 9.8 (Section 9.22 of the
Proposed Revisions to Mandatory
Guidelines) describes the inspection
requirements for an applicant laboratory
or IITF and Section 9.9 (Section 9.23 of
the Proposed Revisions to Mandatory
Guidelines) describes the inspection
requirements for an HHS-certified
laboratory or IITF. The Proposed
Revisions to Mandatory Guidelines
required using at least two inspectors to
inspect an applicant laboratory or IITF.
Three commenters expressed concern
with requiring at least two inspectors to

inspect an applicant laboratory or IITF,
while the Proposed Revisions to
Mandatory Guidelines permit only one
inspector to potentially be used to
inspect an HHS-certified laboratory or
IITF. The Department has revised
Section 9.8 to require two inspectors
rather than the proposed “‘at least two
inspectors.” The Department believes
that the inspection of an applicant
laboratory or IITF must be conducted
using two inspectors because this
minimizes the possibility of a laboratory
or IITF disputing the findings of one
inspector as opposed to the findings
from two inspectors. With regard to
HHS-certified laboratories and IITFs, the
Department retained the Proposed
Revisions to Mandatory Guidelines
requirement which states that an HHS-
certified laboratory or IITF ““is inspected
by one or more inspectors.” The
Department believes that one inspector
is appropriate to inspect an HHS-
certified laboratory or IITF when the
facility is very small, has an extremely
small workload, and has a history of
acceptable performance on testing the
PT samples and on previous
inspections. The Department believes
that using one inspector is sufficient to
conduct a thorough inspection and
makes it cost-effective for very small
HHS-certified laboratories and IITFs to
remain in the certification program.

Section 9.10 specifies the criteria an
individual must satisfy to be eligible for
selection as an inspector for the
Secretary under these Guidelines. This
section also states that the Secretary of
a Federal Agency may inspect an HHS-
certified laboratory or IITF at any time.
The requirements in this section are the
same as in Section 9.24 of the Proposed
Revisions to Mandatory Guidelines, but
the section has been reworded for
clarity.

Section 9.11 describes what happens
when an applicant laboratory or IITF
fails to satisfy the minimum
requirements for either the PT program
or the inspection program. The
Department believes that an applicant
laboratory or IITF must successfully
satisfy all of the initial certification
process requirements or be required to
begin the process from the very
beginning. That is, submit a new
application with corrective actions
indicated and then successfully satisfy
the requirements for the 3 sets of PT
samples. These requirements are the
same as in the Proposed Revisions to
Mandatory Guidelines, Section 9.25.

Section 9.12 describes what happens
when a certified laboratory or IITF does
not satisfy the minimum requirements
for either the PT program or the
inspection program. The policy in this

section is the same as that contained in
the current and Proposed Revisions to
Mandatory Guidelines in Section 9.26.

Section 9.13 describes the factors that
are considered when determining
whether to revoke a laboratory’s or
IITF’s certification. The factors
described are the same as those
contained in the current and Proposed
Revisions to Mandatory Guidelines in
Section 9.27.

Section 9.14 states that the Secretary
may suspend a laboratory’s or IITF’s
certification to protect the interests of
the United States. This policy is the
same as that contained in the current
and Proposed Revisions to Mandatory
Guidelines in Section 9.28.

Section 9.15 describes how the
Secretary notifies a laboratory or IITF
that action is being taken against the
laboratory or IITF. The policy in this
section is the same as the policy
described in the current and Proposed
Revisions to Mandatory Guidelines in
Section 9.29.

Section 9.16 describes how a
laboratory that has had its certification
revoked can apply for recertification.
The policy is the same policy as
described in the current and Proposed
Revisions to Mandatory Guidelines in
Section 9.30.

Section 9.17 states that the list of
HHS-certified laboratories and IITFs
will be published monthly in the
Federal Register. This policy is the
same policy as described in the current
and Proposed Revisions to Mandatory
Guidelines in Section 9.31.

Subpart J—Blind Samples Submitted by
an Agency

Section 10.1 describes the
requirements for Federal agencies to
submit blind samples to certified
laboratories or IITFs. Four commenters
expressed concern that the proposed
requirement to submit only 1 percent
blind samples was too low. The
Department agrees and has revised
Section 10.1(b) to require each agency to
submit 3 percent blind samples each
year rather than having one requirement
for the first 90 days (3 percent) and a
different requirement after 90 days (1
percent). The Department also notes that
the HHS-certified laboratories and IITFs
will also be evaluated using quarterly
PT samples and will be receiving the 3
percent blind samples from several
agencies to ensure that they are properly
handling and testing donor specimens.
The policy in Section 10.1(c) describing
the percentage of negative, positive, and
adulterated or substituted blind samples
to be submitted was revised. The
proposed 80 percent negative blind
samples was changed to 75 percent
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negative blind samples, and 20 percent
non-negative was changed to 15 percent
positive and 10 percent adulterated or
substituted.

Section 10.2 describes the specific
requirements for each blind sample and
the requirements are the same as those
contained in the current and Proposed
Revisions to Mandatory Guidelines.

Section 10.3 describes how a collector
submits a blind sample to be tested. The
requirements in this section are the
same as those in the Proposed Revisions
to Mandatory Guidelines. Section 10.4
describes what happens when an
inconsistent result is reported on a blind
sample. The requirements in this
section are the same as those in the
Proposed Revisions to Mandatory
Guidelines.

Subpart K—Laboratory

Section 11.1 requires each certified
laboratory to have a standard operating
procedure manual and describes what
information must be contained in the
manual. The requirements in this
section are the same as those in the
current and Proposed Revisions to
Mandatory Guidelines.

Section 11.2 describes the
responsibilities of the individual who
has responsibility for the day-to-day
management of the urine drug testing
laboratory. This individual is called the
responsible person (RP). The
responsibilities described in this section
are the same as those described in the
current and Proposed Revisions to
Mandatory Guidelines, except the
requirement that the RP qualify as a
certifying scientist was moved to
Section 11.3(e). The Department
believes the requirement that the RP
qualify as a certifying scientist is more
appropriately included as a
qualification rather than a
responsibility.

Section 11.3 describes the scientific
qualifications that an individual must
have to serve as an RP. Three
commenters believe the requirement for
an RP to have experience with the
collection and analysis of biological
specimens is too general. The
Department believes the qualification as
stated in Section 11.3(b) is appropriate
and does not need to specifically focus
on collecting urine specimens. The
primary purpose for this qualification is
that the RP has experience and
knowledge of the general procedures
and issues that may arise with the
collection and analysis of biological
specimens (e.g., chain of custody,
storage, handling, troubleshooting
problems). The qualifications described
in this section are the same as those

described in the current and Proposed
Revisions to Mandatory Guidelines.

Section 11.4 describes what happens
when an RP is absent or leaves a
certified laboratory. This section has
been revised to require a laboratory to
have multiple RPs or one RP and an
alternate RP. The requirement in the
Proposed Revisions to Mandatory
Guidelines did not make it clear that the
laboratory must have an alternate RP
when there is only one RP. The
Department believes this requirement
and establishing time limits for the
alternate RP to assume RP duties when
an RP is absent from a laboratory will
minimize the impact on the laboratory,
and enable the laboratory’s continued
compliance with the Guidelines when
the RP is absent. The Department has
revised Section 11.4(c) to state that an
alternate RP must be found acceptable
during an on-site inspection of the
laboratory. This requirement ensures
that the alternate RP is pre-approved.
The Department believes an individual
must be pre-approved as an alternate RP
to ensure that someone with the
appropriate knowledge and
qualifications can assume RP
responsibilities when the RP is absent
from the laboratory.

Section 11.5 describes the
qualifications an individual must have
to certify a result reported by an HHS-
certified laboratory. An individual who
certifies results may be either a
certifying scientist (CS) or a certifying
technician (CT) depending on the type
of test result he or she is certifying. The
Department has decided to retain the
bachelor’s degree or equivalent
requirement for the certifying scientist
qualifications as described in the
current Guidelines. The Department
believes the training and experience
specified in the Proposed Revisions to
Mandatory Guidelines for a CT are
sufficient to ensure that the CT can
properly certify a negative, negative/
dilute, or rejected for testing result. One
commenter stated that the qualifications
for a CT in an HHS-certified laboratory
were not consistent with the
qualifications for a CT in an HHS-
certified IITF as described in the
Proposed Revisions to Mandatory
Guidelines. The same requirements are
specified for a CT in the laboratory and
IITF sections (i.e., Sections 11.5(b) and
12.5, respectively). The Department has
further clarified that qualifications for a
CT are the same in a laboratory and in
an IITF by revising the definition for a
certifying technician in Section 1.5. The
revised definition states that a CT can
verify negative, negative/dilute, and
rejected for testing results reported by a
laboratory or IITF.

Section 11.6 describes the
qualifications and training other
laboratory personnel must have. The
policy in this section is the same as the
policy described in the current and
Proposed Revisions to Mandatory
Guidelines, except that the current and
Proposed Revisions to Mandatory
Guidelines do not specifically state that
the training must be documented.

Section 11.7 describes the security
measures that a certified laboratory
must maintain. This section has been
revised to require the authorized escort
to enter his or her name in the record
used to document the entry of
authorized visitors. The current and
Proposed Revisions to Mandatory
Guidelines did not require such
documentation.

Section 11.8 describes internal
laboratory chain of custody
requirements. The policy in this section
is the same as the policy in the
Proposed Revisions to Mandatory
Guidelines.

Section 11.9 describes the tests an
HHS-certified laboratory must conduct
on a specimen received from an IITF.
Three commenters expressed concern
with requiring an HHS-certified
laboratory to conduct only the
confirmatory test(s) on specimens
received from an HHS-certified IITF.
The commenters recommended that an
HHS-certified laboratory test all
specimens received from an HHS-
certified IITF as if the specimens had
not been previously tested. The
commenters believe it is important that
all analytical results supporting a
positive, adulterated, substituted, or
invalid result should be generated
within the same facility. The
Department agrees and has revised this
section to require an HHS-certified
laboratory to test each specimen
received from an HHS-certified IITF in
the same manner as if it had not been
previously tested. This revision ensures
that the final analytical results (both the
initial and confirmatory data) and
internal chain of custody documents are
generated by one HHS-certified
laboratory and can be properly reviewed
and certified before the test result is
released.

Section 11.10 describes the
requirements for an initial drug test.
One commenter stated that paragraph
(c) of the Proposed Revisions to
Mandatory Guidelines did not clearly
state that the initial drug test kits must
be “FDA-cleared.” The Department
agrees and clarified that drug tests must
be approved, cleared, or otherwise
recognized by FDA as accurate and
reliable for the testing of a specimen for
identifying drugs of abuse or their
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metabolites. Therefore, it is more
appropriate to refer to “FDA
requirements” rather than limit the
language to “FDA-cleared.” We note
that only those test kits subject to FDA
premarket notification requirements
must be “FDA-cleared.” One commenter
believes that the purpose for conducting
a second initial test was not clearly
stated in paragraph (d). The Department
agrees and has revised this paragraph to
indicate that a second initial drug test
may be used when the second initial
drug test has a different specificity than
the first initial drug test. The second
initial test must satisfy the batch quality
control requirements for an initial drug
test.

Section 11.11 describes what a
laboratory must do to validate an initial
drug test before using it to test donor
specimens. One commenter
recommended that the requirements to
validate an initial drug test should be
more stringent. The Department believes
these requirements are appropriate and
that they give an HHS-certified
laboratory the flexibility it needs to
validate the initial drug tests based on
the instruments they are using. The
Department also moved the requirement
from Section 11.13 to document the
effect of carryover to this section,
because it is more appropriate to
evaluate the possibility of carryover
when the initial drug test is validated.
Knowing when and if carryover can
affect donor specimen results allows a
laboratory to determine when corrective
action must be taken to control for
CaITyover.

Section 11.12 describes the batch
quality control requirements when
conducting initial drug tests. The
requirements in this section are the
same as those described in the current
and Proposed Revisions to Mandatory
Guidelines.

Section 11.13 describes the
requirements for a confirmatory drug
test. Four commenters disagreed with
allowing the use of other
chromatographic separation and mass
spectrometry techniques for the
confirmatory drug tests. They believe
that gas chromatography/mass
spectrometry (GC/MS) has been the gold
standard since the Federal Workplace
Drug Testing Program began and should
be the only accepted confirmatory
method until other methods are proven
to be reliable and scientifically
supportable. The Department disagrees
and believes that other methods, such as
liquid chromatography/mass
spectrometry (LC/MS), LC/MS/MS, and
GC/MS/MS, have been proven to be
reliable to test specimens. While GC/MS
remains the most common confirmatory

testing technology used in forensic drug
testing laboratories, the Department
does not want to prohibit laboratories
from using technologies that provide
forensically and scientifically
supportable results. The Department
proposed that these additional
technologies be allowed in Federal
workplace drug testing programs only
after a thorough review of extensive
information obtained through technical
working groups consisting of drug
testing and analytical chemistry experts.
No comments were submitted that
justified removal of these technologies
from the proposed Guidelines. Since the
proposed revisions to the Guidelines
were published in April 2004, the use
of these technologies has become even
more widespread and there have been
numerous studies employing these
methods, providing additional data to
demonstrate their forensic and scientific
acceptability. These methods may offer
some benefits over traditional GC/MS
methods. For example, GC and LC
provide a means to separate drugs of
abuse from other compounds found in
urine. The advantage of LC methods is
that they may require less specimen
preparation prior to analysis, thereby
saving time and costs. Likewise MS and
MS/MS methods are highly selective,
reducing the chance that other
substances present in the urine might
interfere with the analysis and prevent
the laboratory from obtaining a valid
result. MS/MS technology provides an
advantage in that it is also more
sensitive than GC/MS. A properly
validated and controlled GC/MS method
is sensitive enough to meet the
requirements of these Guidelines for
forensic urine drug testing. However,
the increased sensitivity provided by
MS/MS can enable laboratories to use
less specimen volume, which may have
implications in some cases (e.g., when
there are multiple drugs present in a
specimen). Furthermore, many
laboratories have implemented
instruments and test methods using
these different chromatographic and/or
mass spectrometric technologies for
forensic applications other than
federally regulated workplace testing.
Therefore, laboratories that are currently
certified or plan to seek certification
under these Guidelines may already
have the experience and capability to
employ these methods in Federal
workplace testing programs or they may
want to add these newer technologies to
their testing protocols.

Section 11.14 describes what a
laboratory must do to validate a
confirmatory drug test before using it to
test donor specimens. The Department

moved the requirement from Section
11.16 to document the effect of any
carryover to this section, because it is
more appropriate to evaluate the
possibility of carryover when the
confirmatory drug test method is
validated. Knowing when and if
carryover can affect donor specimen
results allows a laboratory to determine
when corrective action must be taken to
control for carryover.

Section 11.15 describes the batch
quality control requirements when
conducting confirmatory drug tests.
Three commenters recommended that
this section be revised to allow using a
multi-point calibration as well as a
single-point calibration for each batch of
specimens when conducting a
confirmatory test. The Department
agrees and has revised Section
11.15(a)(1) to read ‘A calibrator with its
drug concentration at the cutoff.”” This
revision allows multi-point calibration,
while still requiring a cutoff calibrator.

Section 11.16 describes the analytical
and quality control requirements for
conducting specimen validity tests. The
requirements are the same as those
described in the current Guidelines,
except that Section 11.16(b) specifically
refers to the requirements specified in
Section 11.18 rather than simply stating
that appropriate calibrators and controls
must be included. The Department
believes this revision will ensure that
each laboratory will use the same
calibrators and controls when
conducting specimen validity tests.

Section 11.17 is a new section that
describes what a certified laboratory
must do to validate a specimen validity
test. The Department is establishing
these requirements to ensure that
specimen validity tests, like drug tests,
are validated before they are used for
donor specimens. The policy has been
intentionally written as a general
requirement because each type of
specimen validity test has different
performance characteristics.

Section 11.18 describes the
requirements for conducting each type
of specimen validity test on a urine
specimen. One commenter
recommended allowing an HHS-
certified laboratory to use a three
decimal place refractometer as a
preliminary specific gravity test to
determine if the initial specific gravity
test must be conducted. The Department
agrees and has revised Section
11.18(b)(1) to allow a laboratory to use
a refractometer measuring to at least
three decimal places as a specific
gravity screening test when the
creatinine is greater than 5.0 mg/dL and
less than 20 mg/dL. However,
laboratories must use a four decimal
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place refractometer to measure specific
gravity for specimens when the initial
creatinine test result is equal to or less
than 5.0 mg/dL or when the screening
specific gravity test result using a three
decimal place refractometer is less than
1.002. These criteria were selected for
deciding whether a three or four
decimal refractometer must be used
because the test results are approaching
the criteria for reporting a substituted
specimen which may lead to adverse
personnel action. The Department also
added the quality control requirements
for conducting the specific gravity
screening test. One commenter
recommended that colorimetric specific
gravity assays be permitted for use as
the initial specific gravity test. The
Department disagrees because these
assays lack the required accuracy and
precision to serve as an initial specific
gravity test. One commenter
recommended that pH meters used for
the initial and confirmatory pH tests
should print a paper copy report or be
interfaced with a Laboratory
Information Management System (LIMS)
or computer. The commenter noted that
the Guidelines include this requirement
for refractometers used to conduct the
initial and confirmatory specific gravity
tests, and the same forensic
considerations apply for pH tests. The
Department agrees and has added
Section 11.18(c)(2) specifying that a pH
meter used for the initial and
confirmatory pH tests must report and
display pH to at least one decimal place,
and must be interfaced with a LIMS or
computer, and/or generate a paper copy
of the digital electronic display to
document the numerical values of the
pH test results.

Section 11.19 describes the
requirements for a certified laboratory to
report results to an MRO. One
commenter was opposed to requiring an
HHS-certified laboratory to provide the
concentration of a drug in a specimen at
the time the test result is reported to the
MRO. The Department disagrees and
believes this policy is appropriate
because, in keeping with the paperwork
reduction and elimination acts, it
eliminates the need for the MRO to
generate a request in writing to obtain
the concentrations for positive
specimens. One commenter stated that
reporting a positive and invalid result
on the same specimen is confusing and
recommended that the positive result
and ‘“the reason for the invalid result”
be reported, rather than using the term
“invalid result”” along with the reason
for the invalid result. The Department
recognizes that requiring the laboratory
to report both results to the MRO may

be confusing; however, the MRO must
discuss both results with the donor. The
invalid result may only have an impact
on the testing of the split specimen if
requested by the donor. One commenter
recommended that specific guidance be
included on the content of any
computer-generated report. The
Department does not believe detailed
guidance is needed, but has revised the
appropriate Section 11.19(o) to state that
the computer-generated report must
contain sufficient information to ensure
that the test result is properly associated
with the Federal CCF that the MRO
received from the collector. The
Department added Section 11.19(g) to
maintain the policy in the current
Guidelines which requires the
laboratory to contact the MRO prior to
reporting specimens meeting certain
“invalid result” criteria. This policy is
important to ensure that the laboratory
and the MRO discuss those specimens
for which a positive or adulterated
result could be determined, using
different or additional tests at another
certified laboratory. If additional testing
does not appear to be feasible, the
laboratory reports the invalid result. The
MRO can initiate action immediately
upon receipt of the report, in
accordance with Section 13.4.

Section 11.20 describes how long a
certified laboratory must retain a
specimen. Section 11.20(c) was revised
to require a Federal agency to specify a
period of time rather than “an
additional period of time” when
requesting a laboratory to retain a
specimen beyond the normal one year
specimen storage period. Also, the
statement that a laboratory must
maintain any specimen under legal
challenge for an indefinite period of
time has been deleted. The laboratory
must be instructed by the agency as to
the period of time the specimen under
legal challenge will need to be retained
beyond the normal one year storage
period.

Section 11.21 describes how long a
certified laboratory must retain records.
This section has been revised to specify
the records that the HHS-certified
laboratory must maintain when there is
a legal challenge to the test result for a
particular specimen. The revision
allows a Federal agency to request a
laboratory to maintain a copy of the
documentation package for the
specimen result being challenged for a
specified period of time. The revision
also permits the HHS-certified
laboratory to retain records other than
those included in the documentation
package beyond the 2 year period of
time that records are normally
maintained.

Section 11.22 describes the statistical
summary report that a certified
laboratory must provide to an agency.
The summary report is the same as the
report described in the current and
Proposed Revisions to Mandatory
Guidelines. Four commenters expressed
concern with requiring an HHS-certified
laboratory to make qualified personnel
available to testify in a proceeding
against a Federal employee. They were
concerned that several individuals may
be required to testify, thereby disrupting
the laboratory’s ability to continue
testing specimens. The Department
agrees and has revised Section 11.22(d)
to require an HHS-certified laboratory to
make only one qualified individual
available to testify. This change is
consistent with what normally happens
in proceedings where laboratory results
are being challenged by a donor.

Section 11.23 describes the
information a laboratory must make
available to a Federal employee. The
Department has revised this section to
require that the curriculum vitae for the
responsible person(s) be included along
with the curriculum vitae for the
certifying scientist that certified the test
result.

Section 11.24 describes the type of
relationship that is prohibited between
a certified laboratory and an MRO.
Three commenters recommended that
this section be revised to include
additional restrictions or requirements
that can be found in other regulated
programs. The Department believes the
requirements are sufficient to ensure
that an MRO would report a potential
problem with an HHS-certified
laboratory to a Federal agency or to the
appropriate regulatory office within
HHS. In addition, the requirements in
this section have been used successfully
by HHS in previous versions of the
Guidelines. The section has been
reworded to clarify the requirements.

Section 11.25 was added, addressing
the type of relationship allowed
between an HHS-certified laboratory
and an IITF. This section was added for
clarity, and is consistent with the
requirements specified in the IITF
sections of the Proposed Revisions to
Mandatory Guidelines.

The Department removed the
requirement that a certified laboratory
must inform its private sector clients
when it uses testing procedures
different from those used for Federal
agency specimens. Although this
requirement has been a program policy
for many years, the Department is
confident that HHS-certified
laboratories would not intentionally
mislead their private sector clients into
believing that regulated procedures
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would be used to test their specimens
when, in fact, less stringent procedures
are being used.

Subpart L—Instrumented Initial Test
Facility (IITF)

Section 12.1 describes what an HHS-
certified IITF must include in its
standard operating procedure manual.
The requirements in this section are the
same as the requirements described in
the Proposed Revisions to Mandatory
Guidelines, except a 2 year period was
specified for retaining archived SOPs,
consistent with the requirement for
laboratories in Section 11.1.

Section 12.2 describes the
responsibilities of the responsible
technician (RT). The Department moved
the requirement that the RT qualify as
a certifying technician to Section
12.3(e), because this is a qualification
rather than a responsibility. All other
requirements in this section are the
same as the requirements described in
the Proposed Revisions to Mandatory
Guidelines.

Section 12.3 describes the
qualifications that the RT must have.
One commenter recommended that the
qualifications for the RT be the same as
those for an alternate RP working in an
HHS-certified laboratory. The
Department disagrees with the
recommendation because the
qualifications for an alternate RP
include responsibilities and expertise in
technical areas (i.e., confirmatory
testing) that the RT does not need to
know to fulfill the responsibilities as an
RT. However, the requirements are
similar to those of a CS at an HHS-
certified laboratory in Section 11.5. The
requirement that the RT qualify as a
certifying technician ensures that the RT
can properly review the same results
that a certifying technician reviews and
reports at an HHS-certified laboratory or
IITF.

Section 12.4 describes what happens
when the RT is absent or leaves an HHS-
certified IITF. The Department has
revised Section 12.4(c) to state that an
alternate RT must be found acceptable
during an on-site inspection of the IITF.
This requirement ensures that the
alternate RT is pre-approved. The
Department believes an individual must
be pre-approved as an alternate RT to
ensure that someone with the
appropriate knowledge and
qualifications can assume RT
responsibilities when the RT is absent
from the IITF.

Section 12.5 describes the
qualifications an individual must have
to certify a result reported by an HHS-
certified IITF. The requirements in this
section are the same as the requirements

described in the Proposed Revisions to
Mandatory Guidelines, and are the same
as those for a CT in a laboratory,
specified in Section 11.5(b).

Section 12.6 describes the
qualifications and training other
personnel must have who work in an
ITF. The requirements in this section
are the same as the requirements
described in the Proposed Revisions to
Mandatory Guidelines, except that the
Proposed Revisions to Mandatory
Guidelines did not specifically state that
the training must be documented.

Section 12.7 describes the security
measures that an HHS-certified IITF
must maintain. The Department has
revised this section to require the
authorized escort to enter his or her
name in the record used to document
the entry of authorized visitors. These
requirements are the same as for an
HHS-certified laboratory, as specified in
Section 11.7. The change in this
requirement clarifies that the record
must always indicate all of the
individuals who may have had access to
specimens maintained in secure areas. It
is not any different than requiring any
employee (whether serving as an escort
or not) to document every time he or she
enters or leaves a secured area.

Section 12.8 describes internal IITF
chain of custody requirements. The
requirements in this section are the
same as the requirements described in
the Proposed Revisions to Mandatory
Guidelines.

Section 12.9 describes the
requirements for an initial drug test
used by an HHS-certified IITF. The
Department has added this section to
ensure that the drug tests used by an
HHS-certified IITF satisfy the same
initial drug test requirements as
required for HHS-certified laboratories.

Section 12.10 was added to describe
validation requirements for initial drug
tests in an HHS-certified IITF. The
requirements are the same as for initial
drug tests in an HHS-certified
laboratory.

Section 12.11 describes the batch
quality control requirements for initial
drug tests in an IITF. These are the same
as the requirements in the Proposed
Revisions to Mandatory Guidelines, in
that the requirements are the same as for
an HHS-certified laboratory. For clarity,
this section has been revised to list the
required quality control samples, rather
than referring to the relevant laboratory
section.

A single section, Section 13.14, was
included in the Proposed Revisions to
Mandatory Guidelines to address
specimen validity testing in IITFs,
referring to the relevant laboratory
sections. The Department has expanded

the information into three sections to
address the requirements in a manner
consistent with the format of Subpart K
for HHS-certified laboratories.

Section 12.12 addresses the IITF
analytical and quality control
requirements for specimen validity
tests, specifying that testing is
performed on a single aliquot. Since
IITFs do not report adulterated,
substituted, or invalid specimens, there
is no need to perform two tests on
separate aliquots, as required in a
laboratory.

Section 12.13 describes the validation
requirements for specimen validity
tests. The requirements in this section
are the same as for an HHS-certified
laboratory.

Section 12.14 describes the
requirements for an HHS-certified IITF
to conduct each specimen validity test.
One commenter recommended that an
HHS-certified IITF be permitted to use
a pH screening test to determine the pH
rather than requiring the use of a pH
meter. The Department agrees and has
specified in this section that an HHS-
certified IITF may use a pH screening
test to determine if an initial pH validity
test must be performed. The HHS-
certified IITF will forward specimens
with pH test results outside the
acceptable range to an HHS-certified
laboratory where the laboratory will
conduct the initial pH validity test and,
if needed, the confirmatory pH validity
test. This policy permits an HHS-
certified IITF to determine pH without
a requirement to have a pH meter
available for conducting the initial pH
test.

Section 12.15 describes the
requirements for an HHS-certified IITF
to report a negative or rejected for
testing result to an MRO. One
commenter recommended that this
section be revised to allow an HHS-
certified IITF to report a urine specimen
that is negative/dilute to the MRO. The
Proposed Revisions to Mandatory
Guidelines stated that only a negative
result could be reported by an HHS-
certified IITF to an MRO. The
Department agrees and has revised the
section to permit an HHS-certified IITF
to report negative, negative/dilute
(when creatinine is greater than 5 mg/
dL), and rejected for testing results
directly to the MRO. All other
requirements in this section are the
same as the requirements described in
the Proposed Revisions to Mandatory
Guidelines.

Section 12.16 describes how an HHS-
certified IITF handles a specimen that
tested as positive, adulterated,
substituted, or invalid at the IITF. The
Department has revised this section by
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removing the proposed requirement for
the HHS-certified IITF to record these
types of results on the OMB-approved
chain of custody form. The Department
revised the Guidelines (Section 11.10) to
require an HHS-certified laboratory to
perform both initial and confirmatory
testing for specimens received for
testing from an IITF.

Section 12.17 describes how long an
HHS-certified IITF must retain a
specimen. The Department added this
section to specifically state that an HHS-
certified IITF is permitted to discard
specimens that are reported negative,
negative/dilute, or rejected for testing.
This policy is the same as those for an
HHS-certified laboratory.

Section 12.18 describes how long an
HHS-certified IITF must retain records.
The Department has revised Section
12.18(b) to specify the records that the
HHS-certified IITF must maintain when
there is a legal challenge to the test
result for a particular specimen. The
revision requires a Federal agency to
specify the period of time that an IITF
must maintain a copy of the
documentation package (as described in
Section 12.20) for the specimen result
being challenged rather than requiring
an indefinite period of time as stated in
the Proposed Revisions to Mandatory
Guidelines. Section 12.18(c) was added
to permit an HHS-certified IITF to retain
records other than those included in the
documentation package beyond the 2
year period of time that records are
normally maintained.

Section 12.19 describes the statistical
summary report that an HHS-certified
IITF must provide semiannually to an
agency. One commenter noted that this
section must be revised because an
HHS-certified IITF cannot report an
invalid result. The Department agrees
and has revised this section to clarify
that an IITF indicates the number of
specimens that were reported negative,
negative/dilute, and rejected for testing
on the statistical summary report. The
Department also revised the section to
clarify that an IITF indicates the number
of specimens forwarded to an HHS-
certified laboratory for additional drug
and/or specimen validity testing. Three
commenters raised concern with the
proposed requirement that an HHS-
certified IITF must make available
qualified personnel to testify in a
proceeding against a Federal employee
when that proceeding is based on a test
result reported by the HHS-certified
IITF. The Department agrees and has
revised the policy to specifically
indicate that one qualified individual
must be made available to testify. This
change is consistent with what normally
occurs in legal proceedings and is

consistent with the policy that applies
to an HHS-certified laboratory.

Section 12.20 describes the
information an IITF must make
available to a Federal employee. The
Department has revised this section to
require that the curriculum vitae for the
responsible technician be included
along with the curriculum vitae for the
certifying technician that certified the
test result.

Section 12.21 describes the type of
relationship that is prohibited between
an HHS-certified IITF and an MRO. The
policy in this section is the same policy
as described in the Proposed Revisions
to Mandatory Guidelines. This section
was reworded to clarify the
requirements.

Section 12.22 describes the type of
relationship that can exist between an
HHS-certified IITF and an HHS-certified
laboratory. Three commenters raised
concern over allowing any type of
relationship to exist between an HHS-
certified IITF and an HHS-certified
laboratory. The Department believes any
relationship is acceptable because HHS-
certified laboratories and IITFs are
certified independently. Therefore, the
Department has no objection if an HHS-
certified laboratory wants to establish
and own one or more HHS-certified
IITFs.

Subpart M—Medical Review Officer
(MRO)

Section 13.1 describes who may serve
as an MRO. Several commenters
disagreed with the proposed policy in
Section 13.1(b) to require MRO
organizations to submit their training
programs for review and approval by
HHS before their trained MROs would
be permitted to serve as MROs for
Federal agencies. Other commenters
stated that the Guidelines should
include objective criteria that will be
used to assess and approve the MRO
organization’s training programs. The
Department believes that approving
these MRO training courses is necessary
to ensure that MROs receive all the
information needed to properly evaluate
drug test results and that they
demonstrate and document their
knowledge of the drug testing program
by passing an examination. With regard
to the criteria used by HHS to assess
these training courses, the training
requirements in Section 13.2 will serve
as the basis for approving each MRO
organization’s training course.

Section 13.2 describes the training
requirements before a physician can
serve as an MRO. The training
requirements in this section will serve
as the basis for approving an MRO
organization’s training course. HHS

approval will focus on how well the
course presents the materials for each
requirement listed in this section and
how well the organization documents
each MRO’s understanding of the
material by examination.

Section 13.3 describes the
responsibilities of an MRO. The
Department revised this section to
address the requirement for the MRO to
medically evaluate donors who were
unable to provide a sufficient amount of
urine for a drug test, as described in
Section 13.5 and to address the
requirement for the MRO and laboratory
to discuss specimens meeting certain
“invalid result” criteria, as described in
Section 11.19(g). One commenter
pointed out that the preamble for the
Proposed Revisions to Mandatory
Guidelines required the MRO to review
5 percent of the negative results
reported by staff to ensure that the staff
is properly performing the review
process, but the text did not specify the
5 percent requirement. The Department
has revised Section 13.3(a) to include
this requirement. Three commenters
recommended deleting the sentence
which stated that “The MRO must
cancel the result for any agency’s
specimen that is not collected or tested
in accordance with these Guidelines.”
The commenters believed it places a
burden on MROs to be finders of fact
concerning alleged irregularities at the
collection site. The Department agrees
and has deleted the sentence.

Section 13.4 describes what an MRO
must do when reviewing a drug test
result. Three commenters stated that the
proposed section referring to invalid
results reported by an HHS-certified
IITF should be revised, because IITFs
will not report such results. The
Department agrees and has deleted any
reference to an HHS-certified IITF
reporting an invalid result in Section
13.4. If an HHS-certified IITF finds a
presumptive invalid result for a
specimen, the IITF must forward the
specimen to an HHS-certified laboratory
for testing. Recent research supports
that high temperature for an extended
time may increase urine pH up to 9.5.
This means that conditions during
specimen transport and/or storage may
cause pH to fall within the invalid range
(i.e., greater than or equal to 9.0, but less
than 11.0). The Department has added
guidance to MROs in paragraph f of this
section on interpreting an invalid result
based on pH in the range of 9.0 to 9.5.
This allows the MRO to consider time
and temperature as an alternative, non-
medical explanation for this invalid
result. The Department has removed the
sections addressing MRO actions in
response to a second specimen collected
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after an invalid result for which there is
no valid medical explanation. The
Department will provide detailed
guidance for MROs outside of these
Guidelines.

The Department added new Sections
13.5 and 13.6 to describe action the
MRO must take when a collector reports
that a donor was unable to provide a
sufficient urine specimen. Sections
8.5(b)(2) and 8.6(e)(2)(ii) require the
collector to document when a donor did
not provide a urine specimen or when
a donor provided an insufficient amount
(i.e., less than 45 mL). Section 13.5
provides a detailed description of what
the MRO and the Federal agency must
do to determine the reason for the
donor’s inability to provide a urine
specimen. Section 13.6 describes what
the MRO and the Federal agency must
do when a donor has a permanent or
long-term medical condition that
precludes him or her from providing a
sufficient specimen when a negative
result is required (i.e., for a Federal
agency applicant/pre-employment test,
a follow-up test, or a return-to-duty
test).

Section 13.7 describes when the
donor has the opportunity to request the
testing of a split (Bottle B) specimen.
The policy in this section is the same
policy as described in the Proposed
Revisions to Mandatory Guidelines.

Section 13.8 describes how an MRO
reports a primary (Bottle A) specimen
test result to an agency. The
requirements in this section are the
same as those described in the Proposed
Revisions to Mandatory Guidelines.

Section 13.9 describes the type of
relationship that is prohibited between
an MRO and an HHS-certified
laboratory or an HHS-certified IITF. The
Department has revised the question
and policy in this section to delete
references to a POCT.

Subpart N—Split Specimen Tests

Section 14.1 describes when a split
specimen may be tested. Several
commenters disagreed with the
requirement that the donor must request
the testing of his or her split specimen
in writing. The commenters believe the
requirement places an unreasonable
burden on the donor and may cause
unnecessary delays in testing and
reporting split specimen results. The
Department agrees that requiring a
written request may be an obstacle to
getting the split specimen tested in a
timely manner and, therefore, has
revised Section 14.1(b) to allow the
MRO to have a split specimen tested
based on a verbal request from the
donor. However, the MRO is required to
document in his or her records (e.g., a

donor interview sheet) that the donor
made a verbal request. The Department
believes this documentation is
acceptable to ensure that the donor
properly initiated the request within 72
hours after being informed of the result
by the MRO. The Department has
revised the proposed policy for MRO
action when the split (Bottle B)
specimen cannot be tested by a second
laboratory (e.g., insufficient specimen,
lost in transit, split not available, no
second laboratory available to perform
the test), The Proposed Revisions to
Mandatory Guidelines (Section 15.1)
had required the MRO to direct the
agency to immediately collect another
specimen in these cases. In response to
comments received, the Department has
revised this section, now Section
14.1(c), to require an immediate
recollection under direct observation.
This is consistent with the current
Guidelines.

Sections 14.2, 14.3, and 14.4 describe
the requirements to test split specimens
when the primary specimens are tested
positive, adulterated, or substituted,
respectively. The requirements in these
sections are the same as the
requirements described in the current
and Proposed Revisions to Mandatory
Guidelines.

Section 14.5 requires the second
certified laboratory to report the split
specimen result directly to the MRO.
The policy in this section is the same as
the policy described in the Proposed
Revisions to Mandatory Guidelines.

Section 14.6 describes the specific
action(s) that an MRO must take after
receiving the split specimen result from
the second certified laboratory. The
actions described in this section are the
same as the actions described in the
current and Proposed Revisions to
Mandatory Guidelines.

Section 14.7 describes the different
ways that an MRO can report split
specimen results to an agency. The
policies in this section are the same as
those described in the Proposed
Revisions to Mandatory Guidelines.

Section 14.8 describes how long a
certified laboratory must retain a split
(Bottle B) specimen. The policy in this
section is the same as the policy
described in the Proposed Revisions to
Mandatory Guidelines.

Subpart O—Criteria for Rejecting a
Specimen or Cancelling a Test

Section 15.1 describes those
discrepancies (i.e., “fatal flaws”) that
require an HHS-certified laboratory or
an HHS-certified IITF to report a urine
specimen as rejected for testing. The
fatal flaws described in this section are
the same as those described in the

Proposed Revisions to Mandatory
Guidelines. Section 15.2 describes the
discrepancies that require an HHS-
certified laboratory or an HHS-certified
IITF to report a urine specimen as
rejected for testing unless the
discrepancy is corrected. The
discrepancies described in this section
are the same as those described in the
Proposed Revisions to Mandatory
Guidelines.

Section 15.3 describes the
deficiencies that are not sufficient to
require an HHS-certified laboratory or
an HHS-certified IITF to reject a urine
specimen for testing or for an MRO to
cancel a test. Several commenters stated
the requirement in this section directing
an MRO to track the frequency of
omissions and discrepancies to
determine when a collector, laboratory,
or IITF should take immediate
corrective action to prevent the
recurrence of an error was unduly
burdensome. The Department believes
this requirement is necessary because
the MRO is the only individual who
reviews all of the information before
making a final determination and
reporting a test result to an agency. If a
collector, laboratory, or IITF continues
to make the same error even though the
error may be insignificant, eliminating
the error on future Federal CCFs is
preferable than having it appear on
every Federal CCF.

Section 15.4 describes the
discrepancies that may require an MRO
to cancel a test. Three commenters
stated that this section contains
correctable discrepancies that should be
included in Section 15.2. The
Department believes that the correctable
discrepancies in this section cannot be
included in Section 15.2 because they
can only be identified as discrepancies
by the MRO. The discrepancies in
Section 15.2 are those that should be
identified by the HHS-certified
laboratory or HHS-certified IITF when
the Federal CCFs and specimens are
received for testing. Four commenters
requested clarification in Section 15.4(c)
and Section 15.4(d), respectively, on the
consequences if the MRO does not
obtain a statement from the certifying
scientist that he or she inadvertently
forgot to sign the Federal CCF and the
HHS-certified laboratory or IITF did not
retransmit a modified electronic report.
The Department agrees and revised
Sections 15.4(c) and (d) to require the
MRO to cancel the test when the
required corrective action was not
taken.
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Subpart P—Laboratory or IITF
Suspension/Revocation Procedures

The requirements in this entire
subpart are the same as the
requirements described in the Proposed
Revisions to Mandatory Guidelines.

Executive Order 12866: Economic
Impact

In accordance with Executive Order
12866, the Department submitted the
Guidelines for review by the Office of
Management and Budget (OMB).
However, because the Guidelines will
not have an annual impact of $100
million or more, and will not have a
material adverse effect on the economy,
productivity, competition, jobs, the
environment, public health or safety, or
State, local or tribal governments, they
are not subject to the detailed analysis
requirements of Section 6(a)(3)(C) of
Executive Order 12866.

The Department asked the
Department of Transportation (DOT) for
its estimate of the annual economic
impact of the revised Guidelines on
their regulated entities. Specifically,
DOT requires that certain industries
(e.g., Federal Motor Carrier Safety
Administration) use the drug testing
standards for HHS-certified laboratories
and HHS-certified IITFs under these
Guidelines. The Department notes that
lowering testing cutoffs for existing
drugs and establishing capability to test
for new drugs, such as MDMA, will not
impose additional costs or burdens on
DOT-regulated entities, since most

laboratories currently use similar testing
standards on many non-regulated client
specimens. It is estimated that there
may be 10 percent more users of
amphetamines and cocaine identified
using the lowered cutoffs and testing for
new drugs. The incidence and
prevalence of amphetamines and
cocaine use are very low (approximately
19,000 amphetamines positive and
approximately 40,000 cocaine positive
specimens in more than 6,500,000 tests
conducted in 2007) in the DOT-
regulated industries, and identification
of 10 percent more positives should not
impose a significant economic impact or
burden for either the testing or the MRO
review of the results.

Paperwork Reduction Act of 1995

These revised Guidelines contain
information collections which are
subject to review by OMB under the
Paperwork Reduction Act of 1995 (the
PRA)(44 U.S.C. 3507(d)). The title,
description and respondent description
of the information collections are shown
in the following sections with an
estimate of the annual reporting,
disclosure, and recordkeeping burden.
Included in the estimate is the time for
reviewing instructions, searching
existing data sources, gathering and
maintaining the data needed, and
completing and reviewing the collection
of information.

Title: Mandatory Guidelines for
Federal Workplace Drug Testing
Programs.

Description: The Mandatory
Guidelines establish the scientific and
technical guidelines for Federal
workplace drug testing programs and
establish standards for certification of
laboratories engaged in drug testing for
Federal agencies under authority of
section 503 of Public Law 100-71, 5
U.S.C. 7301 note, and Executive Order
12564. Federal agencies test applicants
to sensitive positions, individuals
involved in accidents, individuals for
cause, and random testing of persons in
sensitive positions. The program has
depended on urine testing since 1988;
the reporting, recordkeeping, and
disclosure requirements associated with
urine testing are approved under OMB
control number 0930-0158.

In an effort to shorten the time for
negative results to be reported to the
Federal agency, the changes also
establish criteria for an IITF that will
only perform initial tests.

Description of Respondents:
Individuals or households; Businesses
or other for-profit institutions; Not-for-
profit institutions.

The burden estimates in the tables
below are based on the following
number of respondents: 38,000 Federal
agency applicants who apply for
employment in testing designated
positions, 100 collectors, 50 urine
testing laboratories, 25 IITFs, and 100
MROs.

ESTIMATE OF ANNUAL REPORTING BURDEN

Section

Number of

Purpose respondents

Hours/
response

Responses/

respondent Total hours

Lab or IITF required to submit appli- 28
cation for certification.

Materials to submit to become an 25
HHS inspector.

Lab submits qualifications of new 75
RPs and alternate RPs to HHS.

Specifications for lab semi-annual 75
statistical report of test results to
each Federal agency.

IITF submits qualifications of new 50
RTs and alternate RTs to HHS.

Specifies contents of IITF semi-an- 25
nual statistical report to Federal
agencies served.

Specifies that MRO must
verified split specimen test results
to the Federal agency.

Specifies content of request for in- 1
formal review of suspension/pro-
posed revocation of certification.

Specifies information appellant pro- 1
vides in first written submission
when lab or IITF suspension/rev-
ocation is proposed.

report 100

1 3 84
1 2 50
150

2 0.5 75

1 2 100

5 0.5 63

5 0.05 (3 min) 25

0.5
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ESTIMATE OF ANNUAL REPORTING BURDEN—Continued

Section

Purpose

Number of
respondents

Responses/
respondent

Hours/
response

Total hours

Requires appellant to notify review-
ing official of resolution status at
end of abeyance period.

Specifies contents of appellant sub-
mission for review.

Specifies content of appellant re-
quest for expedited review of sus-
pension or proposed revocation.

Specifies contents of review file and
briefs.

1

0.5

50

3

50

0.5

50

3

50

384

654

The following reporting requirements
are also in the Proposed Revisions to
Mandatory Guidelines, but have not
been addressed in the above reporting
burden table: Collector must report any
unusual donor behavior or unusual

physical appearance of the urine

specimen on the Federal CCF (Sections
8.4(3) and 8.6(d)(1)); collector annotates
the Federal CCF when a specimen is a
blind sample (Section 10.3(a)); and
MRO notifies the Federal agency and
HHS when an error occurs on a blind
sample (Section 10.4(c)). SAMHSA has

not calculated a separate reporting
burden for these requirements because
they are included in the burden hours
estimated for collectors to complete
Federal CCFs and for MROs to report

results to Federal agencies.

ESTIMATE OF ANNUAL DISCLOSURE BURDEN

: Number of Responses/ Hours/
Section Purpose respondents res;fondent response Total hours

4.5(C) toveerieeeene e Collector is given name and phone of Federal 100 1 0.05 (3 min) 5
agency point of contact.

11.23(D) v Information on drug test that lab must provide to 50 10 3 1,500
donor through MRO.

12.20(D) eeveveeiieieeee Drug test information that IITF must provide to 25 10 2 500
donor through MRO.

13.7(D) cooeeeieiieeee MRO must inform donor of right to request split 100 5 3 1,500
specimen test when a positive, adulterated, or
substituted result is reported.

TOtAl e | e 275 | e | e 3,505

The following disclosure

requirements are also included in the

Proposed Revisions to Mandatory

Guidelines, but have not been addressed
in the above disclosure burden table:

The collector must explain the basic

collection procedure to the donor and

answer any questions (Sections 8.3(e)

and (g)). SAMHSA believes having the
collector explain the collection

procedure to the donor and to answer
any questions is a standard business
practice and not a disclosure burden.

ESTIMATE OF ANNUAL RECORDKEEPING BURDEN

" Number of Responses/ Hours/
Section Purpose respondents res;?ondent response Total hours

8.3,84,85,86,and 8.7 ................. Collector completes Federal CCF 100 380 0.07 (4 min) 2,660
for specimen collected.

11.8 and 11.19(a) and (0) .......cccueve. Lab completes Federal CCF upon 50 760 0.05 (3 min) 1,900
receipt of specimen and before
reporting result.

12.8(a) and 12.15(f) ..ccccevvevieeeeiiennne IITF completes Federal CCF upon 25 1520 0.05 (3 min) 1,900
receipt of specimen and before
reporting result.

13.3(C)(4) v MRO completes the Federal CCF 100 380 0.05 (3 min) 1,900
before reporting result.

T4.A(D) oo MRO documents donor’s request to 300 1 0.05 (3 min) 15
have split specimen tested.

LI 12 | BRSO TSPUPP 575 | e | e 8,375
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The revised Mandatory Guidelines
contain a number of recordkeeping
requirements that SAMHSA considers
not to be an additional recordkeeping
burden. In subpart D, a trainer is
required to document the training of an
individual to be a collector (Section
4.3(a)(4)(ii)) and the documentation
must be maintained in the collector’s
training file (Section 4.3(c)). SAMHSA
believes this training documentation is
common practice and is not considered
an additional burden. In subpart F, if a
collector uses an incorrect form to
collect a Federal agency specimen, the
collector is required to provide a
statement (Section 6.2(b)) explaining
why an incorrect form was used to
document collecting the specimen.
SAMHSA believes this is an extremely
infrequent occurrence and does not
create a significant additional
recordkeeping burden. Subpart H
(Section 8.6(d)(1)) requires collectors to
enter any information on the Federal
CCF of any unusual findings during the
urine specimen collection procedure.
These recordkeeping requirements are
an integral part of the collection
procedure and are essential to
documenting the chain of custody for
the specimens collected. The burden for
these entries is included in the
recordkeeping burden estimated to
complete the Federal CCF and is,
therefore, not considered an additional
recordkeeping burden. Subparts K and L
describe a number of recordkeeping
requirements for laboratories and IITFs
associated with their testing procedures,
maintaining chain of custody, and
keeping records (i.e., Sections 11.1(a),
11.1(d), 11.2(b), 11.2(c), 11.2(d), 11.6(a),
11.7(c), 11.8(b), 11.8(c), 11.8(e), 11.11,
11.14, 11.17, 11.21, 12.1(a), 12.1(d),
12.2(b), 12.2(c), 12.2(d), 12.6(b), 12.7(c),
12.8(b), 12.10, 12.13, and 12.18). These
recordkeeping requirements are
necessary for any laboratory or IITF to
conduct forensic drug testing and to
ensure the scientific supportability of
the test results. Therefore, they are
considered to be standard business
practice and are not considered a
burden for this analysis. This same
opinion applies to the recordkeeping
requirements for MROs in Section
13.3(c)(5).

Thus the total annual response
burden associated with the testing of
urine specimens by the laboratories and
IITFs is estimated to be 13,768 hours
(that is, the sum of the total hours from
the above tables). This is in addition to
the 1,786,809 hours currently approved
by OMB under control number 0930—
0158 for urine testing under the current
Mandatory Guidelines.

As required by section 3507(d) of the
PRA, the Secretary has submitted a copy
of these revised Mandatory Guidelines
to OMB for its review. Comments on the
information collection requirements are
specifically solicited in order to: (1)
Evaluate whether the proposed
collection of information is necessary
for the proper performance of HHS’s
functions, including whether the
information will have practical utility;
(2) evaluate the accuracy of HHS’s
estimate of the burden of the proposed
collection of information, including the
validity of the methodology and
assumptions used; (3) enhance the
quality, utility, and clarity of the
information to be collected; and (4)
minimize the burden of the collection of
information on those who are to
respond, including through the use of
appropriate automated, electronic,
mechanical, or other technological
collection techniques or other forms of
information technology.

OMB is required to make a decision
concerning the collection of information
contained in these Guidelines between
30 and 60 days after publication of this
document in the Federal Register.
Therefore, a comment to OMB is best
assured of having its full effect if OMB
receives it within 30 days of
publication.

Organizations and individuals
desiring to submit comments on the
information collection requirements
should direct them to the Office of
Information and Regulatory Affairs,
OMB, New Executive Office Building,
725 17th Street, NW., Washington, DC
20502, Attn: Desk Officer for SAMHSA.
Because of delays in receipt of mail,
comments may also be sent to 202—-395—
6974 (fax).

Dated: July 23, 2008.
Terry L. Cline,
Administrator, SAMHSA.

Dated: July 29, 2008.
Michael O. Leavitt,
Secretary.

The Mandatory Guidelines as revised
are hereby adopted in accordance with
Section 503 of Public Law 100-71 and
Executive Order 12564.

Mandatory Guidelines for Federal
Workplace Drug Testing Programs

Subpart A—Applicability

1.1 To whom do these Guidelines apply?

1.2 Who is responsible for developing and
implementing these Guidelines?

1.3 How does a Federal agency request a
change from these Guidelines?

1.4 How are these Guidelines revised?

1.5 What do the terms used in these
Guidelines mean?

1.6 What is an agency required to do to
protect employee records?

1.7 What is a refusal to take a federally
regulated drug test, and what are the
consequences?

Subpart B—Specimens

2.1 What type of specimen may be
collected?

2.2 Under what circumstances may
specimens be collected?

2.3 How is each specimen collected?

2.4 What volume of urine is collected?

2.5 How does the collector split the urine
collected?

Subpart C—Urine Drug and Specimen
Validity Tests

3.1 Which drug and specimen validity tests
are conducted on a urine specimen?

3.2 May a specimen be tested for additional
drugs?

May any of the specimens be used for
other purposes?

What are the cutoff concentrations for
drug tests?

What criteria are used to report a
specimen as adulterated?

What criteria are used to report a
specimen as substituted?

What criteria are used to report a
specimen as dilute?

What criteria are used to report an
invalid result for a specimen?

3.3
3.4
3.5
3.6
3.7

3.8

Subpart D—Collectors

4.1 Who may collect a specimen?
4.2 Who may not collect a specimen?
4.3 What are the requirements to be a
collector?
What are the requirements to be an
observer for a direct observed collection?
What are the requirements to be a
trainer for collectors?
What must a Federal agency do before
an individual is permitted to collect a
specimen?

4.4
4.5

4.6

Subpart E—Collection Sites

5.1 Where can a collection for a drug test
take place?

What are the requirements for a
collection site?

How long must collection site records
be stored?

How does the collector ensure the
security and integrity of a specimen at
the collection site?

5.2
5.3

5.4

Subpart F—Federal Drug Testing
Custody and Control Form

6.1 What form is used for collecting a
specimen?

6.2 What happens if the correct Federal
CCF is not available or is not used?

Subpart G—Specimen Collection
Containers

7.1 What is used to collect a urine
specimen?
7.2 Are there any restrictions on the
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containers and bottles used to collect
urine specimens?

Subpart H—Specimen Collection
Procedure

8.1 What privacy must the donor be given
when providing a specimen?

What must the collector do at the
collection site before starting a specimen
collection procedure?

What are the preliminary steps in the
collection process?

What steps does the collector take in the
collection process before the donor
provides a urine specimen?

What procedure is used when the donor
states that he or she is unable to provide
a specimen?

What steps does the collector take in the
collection process after the donor
provides a urine specimen?

How does the collector prepare the
specimens?

When is a direct observed collection
conducted?

8.9 How is a direct observed collection
conducted?

8.10 When is a monitored collection
conducted?

8.11 How is a monitored collection

conducted?

How does the collector report a

donor’s refusal to test?

8.13 What are a Federal agency’s
responsibilities for a collection site?

8.2

8.3

8.4

8.5

8.6

8.7

8.8

8.12

Subpart I—HHS Certification of
Laboratories and lITFs

9.1 Who has the authority to certify
laboratories and IITFs to test specimens
for Federal agencies?

What is the process for a laboratory or
IITF to become certified and maintain
HHS certification and the process when
certification is not maintained?

What are the qualitative and
quantitative specifications of a
performance test (PT) sample?

What are the PT requirements for an
applicant laboratory?

What are the PT requirements for an
HHS-certified laboratory?

What are the PT requirements for an
applicant IITF?

What are the PT requirements for an
HHS-certified IITF?

What are the inspection requirements
for an applicant laboratory or IITF?

What are the maintenance inspection
requirements for an HHS-certified
laboratory or IITF?

9.10 Who can inspect an HHS-certified
laboratory or IITF and when may the
inspection be conducted?

9.11 What happens if an applicant
laboratory or IITF does not satisfy the
minimum requirements for either the PT
program or the inspection program?

9.12 What happens if an HHS-certified
laboratory or IITF does not satisfy the
minimum requirements for either the PT
program or the inspection program?

9.13 What factors are considered in
determining whether revocation of a

9.2

9.3

9.4

9.5

9.6

9.7

9.8

9.9

laboratory’s or IITF’s certification is
necessary?

9.14 What factors are considered in
determining whether to suspend a
laboratory or IITF?

9.15 How does the Secretary notify a
laboratory or IITF that action is being
taken against the laboratory or IITF?

9.16 May a laboratory or IITF that had its
certification revoked be recertified to test
Federal agency specimens?

9.17 Where is the list of HHS-certified
laboratories and IITFs published?

Subpart J—Blind Samples Submitted
by an Agency

10.1 What are the requirements for Federal
agencies to submit blind samples to
HHS-certified laboratories or IITFs?

10.2 What are the requirements for a blind
sample?

10.3 How is a blind sample submitted to an
HHS-certified laboratory or IITF?

10.4 What happens if an inconsistent result
is reported on a blind sample?

Subpart K—Laboratory

11.1 What must be included in the HHS-
certified laboratory’s standard operating
procedure manual?

11.2 What are the responsibilities of the
responsible person (RP)?

11.3 What scientific qualifications in
analytical toxicology must the RP have?

11.4 What happens when the RP is absent
or leaves an HHS-certified laboratory?

11.5 What qualifications must an individual
have to certify a result reported by an
HHS-certified laboratory?

11.6 What qualifications and training must
other laboratory personnel have?

11.7 What security measures must an HHS-
certified laboratory maintain?

11.8 What are the internal laboratory chain
of custody requirements for a specimen
or an aliquot?

11.9 What test(s) does an HHS-certified
laboratory conduct on a specimen
received from an IITF?

11.10 What are the requirements for an
initial drug test?

11.11 What must an HHS-certified
laboratory do to validate an initial drug
test?

11.12 What are the batch quality control
requirements when conducting an initial
drug test?

11.13 What are the requirements for a
confirmatory drug test?

11.14 What must an HHS-certified
laboratory do to validate a confirmatory
drug test?

11.15 What are the quality control
requirements when conducting a
confirmatory drug test?

11.16 What are the analytical and quality
control requirements for conducting
specimen validity tests?

11.17 What must an HHS-certified
laboratory do to validate a specimen
validity test?

11.18 What are the requirements for
conducting each specimen validity test?

11.19 What are the requirements for an
HHS-certified laboratory to report a test

result?

11.20 How long must an HHS-certified
laboratory retain a specimen?

11.21 How long must an HHS-certified
laboratory retain records?

11.22 What statistical summary report must
an HHS-certified laboratory provide?

11.23 What laboratory information is
available to a Federal employee?

11.24 What type of relationship is
prohibited between an HHS-certified
laboratory and an MRO?

11.25 What type of relationship can exist
between an HHS-certified laboratory and
an HHS-certified IITF?

Subpart L—Instrumented Initial Test
Facility (IITF)

12.1  What must be included in the HHS-
certified IITF’s standard operating
procedure manual?

12.2 What are the responsibilities of the
responsible technician (RT)?

12.3 What qualifications must the RT have?

12.4 What happens when the RT is absent
or leaves an HHS-certified IITF?

12.5 What qualifications must an individual
have to certify a result reported by an
HHS-certified IITF?

12.6 What qualifications and training must
other IITF personel have?

12.7 What security measures must an HHS-
certified IITF maintain?

12.8 What are the internal IITF chain of
custody requirements for a specimen or
an aliquot?

12.9 What are the requirements for an
initial drug test?

12.10 What must an HHS-certified IITF do
to validate an initial drug test?

12.11 What are the batch quality control
(QQC) requirements when conducting an
initial drug test?

12.12 What are the analytical and quality
control requirements for conducting
specimen validity tests?

12.13 What must an HHS-certified IITF do
to validate a specimen validity test?

12.14 What are the requirements for
conducting each specimen validity test?

12.15 What are the requirements for an
HHS-certified IITF to report a test result?

12.16 How does an HHS-certified IITF
handle a specimen that tested positive,
adulterated, substituted, or invalid at the
IITF?

12.17 How long must an HHS-certified IITF
retain a specimen?

12.18 How long must an HHS-certified IITF
retain records?

12.19 What statistical summary report must
an HHS-certified IITF provide?

12.20 What IITF information is available to
a Federal employee?

12.21 What type of relationship is
prohibited between an HHS-certified
IITF and an MRO?

12.22 What type of relationship can exist
between an HHS-certified IITF and an
HHS-certified laboratory?

Subpart M—Medical Review Officer (MRO)

13.1  Who may serve as an MRO?
13.2 What are the training requirements
before a physician can serve as an MRO?
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13.3 What are the responsibilities of an
MRO?

13.4 What must an MRO do when
reviewing a test result?

13.5 What action does the MRO take when
the collector reports that the donor did
not provide a sufficient amount of urine
for a drug test?

13.6  What happens when an individual is
unable to provide a sufficient amount of
urine for a Federal agency applicant/pre-
employment test, a follow-up test, or a
return-to-duty test because of a
permanent or long-term medical
condition?

13.7 Who may request a test of a split
specimen?

13.8 How does an MRO report a primary
(Bottle A) specimen test result to an
agency?

13.9 What type of relationship is prohibited
between an MRO and an HHS-certified
laboratory or an HHS-certified IITF?

Subpart N—Split Specimen Tests 14.1 When
may a split specimen be tested?

14.2 How does an HHS-certified laboratory
test a split (Bottle B) specimen when the
primary (Bottle A) specimen was
reported positive?

14.3 How does an HHS-certified laboratory
test a split (Bottle B) specimen when the
primary (Bottle A) specimen was
reported adulterated?

14.4 How does an HHS-certified laboratory
test a split (Bottle B) specimen when the
primary (Bottle A) specimen was
reported substituted?

14.5 Who receives the split specimen
result?

14.6 What action(s) does an MRO take after
receiving the split (Bottle B) specimen
result from the second HHS-certified
laboratory?

14.7 How does an MRO report a split
(Bottle B) specimen test result to an
agency?

14.8 How long must an HHS-certified
laboratory retain a split (Bottle B)
specimen?

Subpart O—Criteria for Rejecting a
Specimen for Testing

15.1 What discrepancies require an HHS-
certified laboratory or an HHS-certified
IITF to report a specimen as rejected for
testing?

15.2 What discrepancies require an HHS-
certified laboratory or an HHS-certified
IITF to report a specimen as rejected for
testing unless the discrepancy is
corrected?

15.3 What discrepancies are not sufficient
to require an HHS-certified laboratory or
an HHS-certified IITF to reject a
specimen for testing or an MRO to cancel
a test?

15.4 What discrepancies may require an
MRO to cancel a test?

Subpart P—Laboratory or IITF Suspension/
Revocation Procedures

16.1 When may an HHS-certified laboratory
or IITF be suspended?

16.2 What definitions are used for this
subpart?

16.3 Are there any limitations on issues

subject to review?

16.4 Who represents the parties?

16.5 When must a request for informal
review be submitted?

16.6 What is an abeyance agreement?

16.7 What procedure is used to prepare the
review file and written argument?

16.8 When is there an opportunity for oral
presentation?

16.9 Are there expedited procedures for
review of immediate suspension?

16.10 Are any types of communications
prohibited?

16.11 How are communications transmitted
by the reviewing official?

16.12 What are the authority and
responsibilities of the reviewing official?

16.13 What administrative records are
maintained?

16.14 What are the requirements for a
written decision?

16.15 Is there a review of the final
administrative action?

Subpart A—Applicability

Section 1.1 To whom do these
Guidelines apply?

(a) These Guidelines apply to:

(1) Executive Agencies as defined in
5 U.S.C. 105;

(2) The Uniformed Services, as
defined in 5 U.S.C. 2101(3) (but
excluding the Armed Forces as defined
in 5 U.S.C. 2101(2));

(3) Any other employing unit or
authority of the Federal Government
except the United States Postal Service,
the Postal Rate Commission, and
employing units or authorities in the
Judicial and Legislative Branches; and

(4) The Intelligence Community, as
defined by Executive Order 12333, is
subject to these Guidelines only to the
extent agreed to by the head of the
affected agency;

(5) Laboratories and instrumented
initial test facilities (IITFs) that provide
drug testing services to the Federal
agencies;

(6) Collectors that provide specimen
collection services to the Federal
agencies; and

(7) Medical Review Officers (MROs)
that provide drug testing review and
interpretation of results services to the
Federal agencies.

(b) The Guidelines do not apply to
drug testing under authority other than
Executive Order 12564, including
testing of persons in the criminal justice
system, such as, arrestees, detainees,
probationers, incarcerated persons, or
parolees.?

1 Although HHS has no authority to regulate the
transportation industry, the Department of
Transportation (DOT) does have such authority.
DOT is required by law to develop requirements for
its regulated industry that “incorporate the
Department of Health and Human Services
scientific and technical guidelines dated April 11,

Section 1.2 Who is responsible for
developing and implementing these
Guidelines?

(a) Executive Order 12564 and Public
Law 100-71 require the Department of
Health and Human Services (HHS) to
establish scientific and technical
guidelines for Federal workplace drug
testing programs.

(b) The Secretary has the
responsibility to implement these
Guidelines.

Section 1.3 How does a Federal
agency request a change from these
Guidelines?

(a) Each Federal agency must ensure
that its workplace drug testing program
complies with the provisions of these
Guidelines unless a waiver has been
obtained from the Secretary.

(b) To obtain a waiver, a Federal
agency must submit a written request to
the Secretary that describes the specific
change for which a waiver is sought and
a detailed justification for the change.

Section 1.4 How are these Guidelines
revised?

(a) In order to ensure the full
reliability and accuracy of drug and
specimen validity tests, the accurate
reporting of test results, and the
integrity and efficacy of Federal drug
testing programs, the Secretary may
make changes to these Guidelines to
reflect improvements in the available
science and technology.

(b) The changes will be published in
final as a notice in the Federal Register.

Section 1.5 What do the terms used in
these Guidelines mean?

The following definitions are adopted:

Accessioner. The individual who
receives the specimens at the laboratory
or IITF and signs the Federal drug
testing custody and control form.

Adulterated Specimen. A specimen
that has been altered, as evidenced by
test results showing either a substance
that is not a normal constituent for that
type of specimen or showing an
abnormal concentration of an
endogenous substance.

Aliquot. A fractional part of a
specimen used for testing, representing
the whole specimen.

Alternate Responsible Person. The
person who assumes professional,
organizational, educational, and

1988, and any amendments to those guidelines

* * %7 See, e.g., 49 U.S.C. 20140(c)(2). In carrying
out its mandate, DOT requires by regulation at 49
CFR Part 40 that its federally-regulated employers
use only HHS-certified laboratories in the testing of
employees, 49 CFR 40.81, and incorporates the
scientific and technical aspects of the HHS
Mandatory Guidelines.
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administrative responsibility for the
day-to-day management of the HHS-
certified laboratory when the
responsible person is unable to fill these
obligations.

Alternate Responsible Technician.
The person who assumes professional,
organizational, educational, and
administrative responsibility for the
day-to-day management of the HHS-
certified IITF when the responsible
technician is unable to fill these
obligations.

Batch. A number of specimens that
are being handled and tested as a group.

Calibrator. A solution of known
concentration in the appropriate matrix
that is used to define expected outcomes
of a measurement procedure or to
compare the response obtained with the
response of a test specimen aliquot/
sample. The concentration of the
analyte of interest in the calibrator is
known within limits ascertained during
its preparation. Calibrators may be used
to establish a calibration curve over a
concentration range.

Cancelled Test. The result reported by
the MRO to the Federal agency when a
specimen has been reported to the MRO
as invalid result (and the donor has no
legitimate explanation) or rejected for
testing, when a split specimen fails to
reconfirm, or when the MRO determines
that a fatal flaw or unrecovered
correctable error exists in the forensic
records (as described in Sections 15.1
and 15.2).

Carryover. The effect that occurs
when a sample’s result (e.g., drug
concentration) has been affected by a
preceding sample during analysis.

Certifying Scientist (CS). The
individual responsible for verifying the
chain of custody and scientific
reliability of any test result reported by
an HHS-certified laboratory.

Certifying Technician (CT). The
individual responsible for verifying the
chain of custody and scientific
reliability of negative, negative/dilute,
and rejected for testing results reported
by a laboratory or IITF.

Chain of Custody (COC). Procedures
to account for the integrity of each
specimen or aliquot by tracking its
handling and storage from point of
specimen collection to final disposition
of the specimen and its aliquots.

Chain of Custody Document. A form
used to document the security of the
specimen and all aliquots of a specimen.
The document, which may account for
an individual specimen, aliquot, or
batch, must include the names and
signatures of all individuals who
handled the specimen or aliquots and
the date and purpose of the access.

Collection Site. A place where donors
present themselves for the purpose of
providing a specimen.

Collector. A person who instructs and
assists donors at a collection site and
receives the specimen provided by the
donor.

Confirmatory Drug Test. A second
analytical procedure performed on a
different aliquot of the original
specimen to identify and quantify the
presence of a specific drug or drug
metabolite.

Confirmatory Specimen Validity Test.
A second test performed on a different
aliquot of the original specimen to
further support a specimen validity test
result.

Control. A sample used to evaluate
whether an analytical procedure or test
is operating within predefined tolerance
limits.

Cutoff. The decision point or value
used to establish and report a specimen
as negative, positive, adulterated,
substituted, or invalid.

Dilute Specimen. A urine specimen
with creatinine and specific gravity
values that are lower than expected but
are still within the physiologically
producible ranges of human urine.

Donor. The individual from whom a
specimen is collected.

Failed to Reconfirm. The result
reported for a split specimen when the
second laboratory is unable to
corroborate the original result reported
for the primary specimen.

Federal Drug Testing Custody and
Control Form (Federal CCF). The Office
of Management and Budget (OMB)
approved form that is used to document
the collection, custody, and transport of
a specimen from the time the specimen
is collected until it is received by the
testing site (i.e., certified laboratory,
instrumented initial test facility). The
form may also be used to report the test
result to the Medical Review Officer.

HHS. The Department of Health and
Human Services.

Initial Drug Test. The test used to
differentiate a negative specimen from
one that requires further testing for
drugs or drug metabolites.

Initial Specimen Validity Test. The
first test used to determine if a specimen
is adulterated, diluted, substituted, or
invalid.

Instrumented Initial Test Facility
(IITF). A permanent location where
initial testing, reporting of results, and
recordkeeping are performed under the
supervision of a responsible technician.

Invalid Result. The result reported by
an HHS-certified laboratory in
accordance with the criteria established
in Section 3.8 when a positive, negative,
adulterated, or substituted result cannot

be established for a specific drug or
specimen validity test.

Laboratory. A permanent location
where initial and confirmatory testing,
reporting of results, and recordkeeping
is performed under the supervision of a
responsible person.

Limit of Detection. The lowest
concentration at which a measurand can
be identified, but (for quantitative
assays) the concentration cannot be
accurately calculated.

Limit of Quantitation. For quantitative
assays, the lowest concentration at
which the identity and concentration of
the measurand can be accurately
established.

Lot. A number of units of an item
(e.g., drug test kits, reagents, quality
control material) manufactured from the
same starting materials within a
specified period of time for which the
manufacturer states that the items have
essentially the same performance
characteristics and the same expiration
date.

Medical Review Officer (MRO). A
licensed physician who reviews,
verifies, and reports a specimen test
result to the agency.

Negative Result. The result reported
by an HHS-certified laboratory or an
HHS-certified IITF to an MRO when a
specimen contains no drug or the
concentration of the drug is less than
the cutoff concentration for that drug or
drug class and the specimen is a valid
specimen.

Oxidizing Adulterant. A substance
that acts alone or in combination with
other substances to oxidize drug or drug
metabolites to prevent the detection of
the drugs or drug metabolites, or affects
the reagents in either the initial or
confirmatory drug test.

Performance Testing (PT) Sample. A
program-generated sample sent to
laboratory or IITF that is used to
evaluate performance.

Positive Result. The result reported by
an HHS-certified laboratory when a
specimen contains a drug or drug
metabolite equal to or greater than the
cutoff concentration.

Quality Control (QC) Sample. A
calibrator or control used to verify that
an analytical test is providing accurate
test results.

Reconfirmed. The result reported for
a split specimen when the second
laboratory is able to corroborate the
original result reported for the primary
specimen.

Rejected for Testing. The result
reported by an HHS-certified laboratory
or HHS-certified IITF when no tests are
performed for a specimen because of a
fatal flaw or an unrecovered correctable
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error (as described in Sections 15.1 and
15.2).

Responsible Person (RP). The person
who assumes professional,
organizational, educational, and
administrative responsibility for the
day-to-day management of the HHS-
certified laboratory.

Responsible Technician (RT). The
person who assumes professional,
organizational, educational, and
administrative responsibility for the
day-to-day management of the HHS-
certified IITF.

Sample. A performance testing
sample, quality control material used for
testing, or a representative portion of a
donor specimen.

Secretary. The Secretary of Health and
Human Services or the Secretary’s
designee. The Secretary’s designee may
be a contractor or other recognized
organization which acts on behalf of the
Secretary in implementing these
Guidelines.

Specimen. Fluid or material collected
from a donor at the collection site for
the purpose of a drug test. Urine is the
only specimen allowed for Federal
workplace drug testing programs.

Split Specimen Collection. A
collection in which the urine collected
is divided into two separate specimen
bottles, the primary specimen (Bottle A)
and the split specimen (Bottle B).

Standard. Reference material of
known purity or a solution containing a
reference material at a known
concentration.

Substituted Specimen. A specimen
that has been submitted in place of the
donor’s urine, as evidenced by
creatinine and specific gravity values
that are outside the physiologically
producible ranges of human urine.

Section 1.6 What is an agency
required to do to protect employee
records?

Consistent with 5 U.S.C. 552(a) and
48 CFR 24.101-24.104, all agency
contracts with laboratories, IITFs,
collectors, and MROs must require that
they comply with the Privacy Act, 5
U.S.C. 552(a). In addition, the contracts
must require compliance with employee
access and confidentiality provisions of
Section 503 of Public Law 100-71. Each
Federal agency must establish a Privacy
Act System of Records or modify an
existing system, or use any applicable
Government-wide system of records to
cover the records of employee drug test
results. All contracts and the Privacy
Act System of Records must specifically
require that employee records be
maintained and used with the highest
regard for employee privacy.

In addition, the Health Insurance
Portability and Accountability Act of
1996 (HIPAA) Privacy Rule, 45 CFR
Parts 160 and 164, Subparts A and E, is
applicable to certain health care
providers with whom a Federal agency
may contract. If a health care provider
is a HIPAA covered entity, the provider
must protect the individually
identifiable health information it
maintains in accordance with the
requirements of the Privacy Rule, which
includes not using or disclosing the
information except as permitted by the
Rule and ensuring there are reasonable
safeguards in place to protect the
privacy of the information. For more
information regarding HIPAA Privacy
Rule, please visit http://www.hhs.gov/
ocr/hipaa.

Section 1.7 What is a refusal to take
a federally regulated drug test, and
what are the consequences?

(a) As a donor for a federally regulated
drug test, you have refused to take a
drug test if you:

(1) Fail to appear for any test (except
a pre-employment test) within a
reasonable time, as determined by the
Federal agency, consistent with
applicable agency regulations, after
being directed to do so by the Federal
agency;

(2) Fail to remain at the collection site
until the collection process is complete
(with the exception of a donor who
leaves the collection site before the
collection process begins for a pre-
employment test);

(3) Fail to provide a urine specimen
for any drug test required by these
Guidelines or Federal agency
regulations (with the exception of a
donor who leaves the collection site
before the collection process begins for
a pre-employment test);

(4) In the case of a direct observed or
monitored collection, fail to permit the
observation or monitoring of your
provision of a specimen when required
as described in sections 8.8 and 8.10;

(5) Fail to provide a sufficient amount
of urine when directed, and it has been
determined, through a required medical
evaluation, that there was no adequate
medical explanation for the failure as
determined by the process described in
section 13.5;

(6) Fail or decline to take an
additional drug test or collection as
directed by the Federal agency or
collector (i.e., as described in section
8.6);

(7) Fail to undergo a medical
examination or evaluation, as directed
by the MRO as part of the verification
process (i.e., section 13.5) or as directed
by the Federal agency. In the case of a

Federal agency applicant/pre-
employment drug test, the donor is
deemed to have refused to test on this
basis only if the Federal agency
applicant/pre-employment test is
conducted following a contingent offer
of employment. If there was no
contingent offer of employment, the
MRO will cancel the test; or

(8) Fail to cooperate with any part of
the testing process (e.g., refuse to empty
pockets when directed by the collector,
disrupt the collection process, fail to
wash hands after being directed to do so
by the collector).

(9) For an observed collection, fail to
follow the observer’s instructions
related to the collection process;

(10) Possess or wear a prosthetic or
other device that could be used to
interfere with the collection process; or

(11) Admit to the collector or MRO
that you have adulterated or substituted
the specimen.

(b) As a Federal agency applicant or
employee, if the MRO reports that you
have a verified adulterated or
substituted test result, you have refused
to take a drug test.

(c) As a Federal agency applicant or
employee, refusal to submit to testing
will result in initiation of disciplinary
action, up to and including dismissal.

(d) As a collector or an MRO, when
a donor refuses to participate in the part
of the testing process in which you are
involved, you must terminate the
portion of the testing process in which
you are involved, document the refusal
on the Federal CCF, and immediately
notify the Federal agency’s designated
representative by any means (e.g.,
telephone or secure fax machine) that
ensures that the refusal notification is
immediately received. As a referral
physician (e.g., physician evaluating
whether medical condition preventing
the donor from providing a sufficient
amount of urine for a drug test or
evaluating a claim of a legitimate
medical explanation in a specimen
validity testing situation), you must
notify the MRO, who in turn will notify
the Federal agency.

(1) As the collector, you must note the
refusal on the Federal CCF and sign and
date the CCF in accordance with section
8.12.

(2) As the MRO, you must note the
refusal and the reason on the MRO copy
of the Federal CCF and sign and date the
CCF.

Subpart B—Specimens

Section 2.1 What type of specimen
may be collected?

Urine is the only specimen a Federal
agency may collect under the
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Guidelines for its workplace drug
testing program.

Section 2.2 Under what circumstances
may specimens be collected?

A Federal agency may collect a
specimen for the following reasons:

(a) Federal agency applicant/Pre-
employment test;

(b) Random test;

(c) Reasonable suspicion/cause test;

(d) Post-accident test;

(e) Return to duty test; or

(f) Follow-up test.

Section 2.3 How is each specimen
collected?

Each specimen is collected as a split
specimen as described in Section 2.5.

Section 2.4 What volume of urine is
collected?

A donor is expected to provide at
least 45 mL of urine for a specimen to
be tested at an HHS-certified laboratory
or IITF.

Section 2.5 How does the collector
split the urine collected?

The collector pours at least 30 mL
into a specimen bottle that is labeled
Bottle A (primary) and then pours at
least 15 mL into a specimen bottle that
is labeled Bottle B (split).

Subpart C—Urine Drug and Specimen
Validity Tests

Section 3.1 Which drug and specimen
validity tests are conducted on a urine
specimen?

A Federal agency:

(a) Must ensure that each specimen is
tested for marijuana and cocaine
metabolites as provided under Section
3.4;

(b) Is authorized to test each specimen
for opiates, amphetamines, and
phencyclidine, as provided under
Section 3.4; and

(c) Must ensure that the following
specimen validity tests are conducted
on each specimen:

(1) Determine the creatinine
concentration on every specimen;

(2) Determine the specific gravity on
every specimen for which the creatinine
concentration is less than 20 mg/dL;

(3) Determine the pH on every
specimen; and

(4) Perform one or more specimen
validity tests for oxidizing adulterants
on every specimen.

(d) If a specimen exhibits abnormal
physical characteristics (e.g., unusual
odor or color, semi-solid
characteristics), causes reactions or
responses characteristic of an adulterant
during initial or confirmatory drug tests
(e.g., non-recovery of standards, unusual
response), or contains an unidentified
substance that interferes with the
confirmatory analysis, then additional
testing may be performed.

Section 3.2 May a specimen be tested
for additional drugs?

(a) A specimen may be tested for
additional drugs, on a case-by-case
basis, when a Federal agency is
conducting a specimen collection for
reasonable suspicion, post accident, or
unsafe practice testing. A specimen
collected from a Federal agency
employee may be tested by the Federal
agency for any drugs listed in Schedule
I or II of the Controlled Substances Act
(other than the drugs listed in Section
3.1, or when used pursuant to a valid
prescription or when used as otherwise
authorized by law). The Federal agency
must request the HHS-certified

laboratory to test for the additional drug,
include a justification to test a specific
specimen for the drug, and ensure that
the HHS-certified laboratory has the
capability to test for the drug and has
established properly validated initial
and confirmatory analytical methods. If
an initial test procedure is not available
upon request for a suspected Schedule

I or Schedule II drug, the Federal agency
can request an HHS-certified laboratory
to test for the drug by directing two
separate aliquots of the specimen for the
confirmatory analytical method.
Additionally, the split (Bottle B)
specimen will be available for testing if
the donor requests a retest at another
HHS-certified laboratory.

(b) A Federal agency covered by these
Guidelines must petition the Secretary
in writing for approval to routinely test
for any drug class not listed in Section
3.1. Such approval must be limited to
the use of the appropriate science and
technology and must not otherwise limit
agency discretion to test for any drug
tested under paragraph (a) of this
section.

Section 3.3 May any of the specimens
be used for other purposes?

(a) Federal agency specimens
collected pursuant to Executive Order
12564, Public Law 100-71, and these
Guidelines must only be tested for drugs
and to determine their validity unless
otherwise authorized by law.

(b) These Guidelines are not intended
to prohibit any Federal agency
specifically authorized by law to test a
specimen for additional classes of drugs
in its workplace drug testing program.

Section 3.4 What are the cutoff
concentrations for drug tests?

Initial test analyte Irzgﬁlc'éensttraﬁ?otgff Confirmatory test analyte Conf'é?r?gg%r;et%ncumf

Marijuana metabolites ............cccceererieenieiiiencee, 50 Ng/ML o THCAT e 15 ng/mL

Cocaine metabolites ...........cccoovviiiiiiiiiii 150 ng/mL ..oocoviine Benzoylecgonine ..o 100 ng/mL

Opiate metabolites.

Codeine/Morphine2 .........cccccoviiiieeiiieieeiees 2000 ng/mL .ccceereiiinne Codeine 2000 ng/mL

Morphine 2000 ng/mL

6-Acetylmorphine .......ccccooviiiiniiiieecee e 10 ng/mL .o 6-Acetylmorphine ......cc.cccccceeniienennne. 10 ng/mL

Phencyclidine .........ccooveiiiiiiiiicee, 25 ng/mL i Phencyclidine ..........ccoocoviiiiiiiiennns 25 ng/mL

Amphetamines 3.

AMP/MAMP 4 e 500 ng/mL ...oociiiiinns Amphetamine .........cccoocoeviiiniiniees 250 ng/mL
Methamphetamine 5 250 ng/mL

MDIMABS e 500 ng/mL ...coooiiiiinen. MDMA ..o 250 ng/mL
MDA e 250 ng/mL
MDEAS ... 250 ng/mL

1 Delta-9-tetrahydrocannabinol-9-carboxylic acid (THCA).
2Morphine is the target analyte for codeine/morphine testing.
3Either a single initial test kit or multiple initial test kits may be used provided the single test kit detects each target analyte independently at

the specified cutoff.

4Methamphetamine is the target analyte for amphetamine/methamphetamine testing.
5To be reported positive for methamphetamine, a specimen must also contain amphetamine at a concentration equal to or greater than 100

ng/mL.

6 Methylenedioxymethamphetamine (MDMA).

7Methylenedioxyamphetamine (MDA).
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8 Methylenedioxyethylamphetamine (MDEA).

Section 3.5 What criteria are used to
report a specimen as adulterated?

An HHS-certified laboratory reports a
primary (Bottle A) specimen as
adulterated when:

(a) The pH is less than 3 or equal to
or greater than 11 using either a pH
meter or a colorimetric pH test for the
initial test on the first aliquot and a pH
meter for the confirmatory test on the
second aliquot;

(b) The nitrite concentration is equal
to or greater than 500 mcg/mL using
either a nitrite colorimetric test or a
general oxidant colorimetric test for the
initial test on the first aliquot and a
different confirmatory test (e.g., multi-
wavelength spectrophotometry, ion
chromatography, capillary
electrophoresis) on the second aliquot;

(c) The presence of chromium (VI) is
verified using either a general oxidant
colorimetric test (with an equal to or
greater than 50 mcg/mL chromium (VI)-
equivalent cutoff) or a chromium (VI)
colorimetric test (chromium (VI)
concentration equal to or greater than 50
mcg/mL) for the initial test on the first
aliquot and a different confirmatory test
(e.g., multi-wavelength
spectrophotometry, ion
chromatography, atomic absorption
spectrophotometry, capillary
electrophoresis, inductively coupled
plasma-mass spectrometry) with the
chromium (VI) concentration equal to or
greater than the limit of quantitation
(LOQ) of the confirmatory test on the
second aliquot;

(d) The presence of halogen (e.g.,
bleach, iodine, fluoride) is verified
using either a general oxidant
colorimetric test (with an equal to or
greater than 200 mcg/mL nitrite-
equivalent cutoff or an equal to or
greater than 50 mcg/mL chromium (VI)-
equivalent cutoff) or halogen
colorimetric test (halogen concentration
equal to or greater than the LOQ) for the
initial test on the first aliquot and a
different confirmatory test (e.g., multi-
wavelength spectrophotometry, ion
chromatography, inductively coupled
plasma-mass spectrometry) with a
specific halogen concentration equal to
or greater than the LOQ of the
confirmatory test on the second aliquot;

(e) The presence of glutaraldehyde is
verified using either an aldehyde test
(aldehyde present) or the characteristic
immunoassay response on one or more
drug immunoassay tests for the initial
test on the first aliquot and a different
confirmatory test (e.g., GC/MS) for the
confirmatory test with the
glutaraldehyde concentration equal to or

greater than the LOQ of the analysis on
the second aliquot;

(f) The presence of pyridine
(pyridinium chlorochromate) is verified
using either a general oxidant
colorimetric test (with an equal to or
greater than 200 mcg/mL nitrite-
equivalent cutoff or an equal to or
greater than 50 mcg/mL chromium (VI)-
equivalent cutoff) or a chromium (VI)
colorimetric test (chromium (VI)
concentration equal to or greater than 50
mcg/mL) for the initial test on the first
aliquot and a different confirmatory test
(e.g., GC/MS) for the confirmatory test
with the pyridine concentration equal to
or greater than the LOQ of the analysis
on the second aliquot;

(g) The presence of a surfactant is
verified by using a surfactant
colorimetric test with an equal to or
greater than 100 mcg/mL
dodecylbenzene sulfonate-equivalent
cutoff for the initial test on the first
aliquot and a different confirmatory test
(e.g., multi-wavelength
spectrophotometry) with an equal to or
greater than 100 mcg/mL
dodecylbenzene sulfonate-equivalent
cutoff on the second aliquot; or

(h) The presence of any other
adulterant not specified in paragraphs
(b) through (g) of this section is verified
using an initial test on the first aliquot
and a different confirmatory test on the
second aliquot.

Section 3.6 What criteria are used to
report a specimen as substituted?

An HHS-certified laboratory reports a
primary (Bottle A) specimen as
substituted when the creatinine
concentration is less than 2 mg/dL on
both the initial and confirmatory
creatinine tests on two separate aliquots
(i.e., the same colorimetric test may be
used to test both aliquots) and the
specific gravity is less than or equal to
1.0010 or equal to or greater than 1.0200
on both the initial and confirmatory
specific gravity tests on two separate
aliquots (i.e., a refractometer is used to
test both aliquots).

Section 3.7 What criteria are used to
report a specimen as dilute?

A dilute result may be reported only
in conjunction with the positive or
negative drug test results for a
specimen.

(a) An HHS-certified laboratory or an
HHS-certified IITF reports a primary
(Bottle A) specimen as dilute when the
creatinine concentration is greater than
5 mg/dL but less than 20 mg/dL and the
specific gravity is equal to or greater

than 1.002 but less than 1.003 on a
single aliquot.

(b) In addition, an HHS-certified
laboratory reports a primary (Bottle A)
specimen as dilute when the creatinine
concentration is equal to or greater than
2 mg/dL but less than or equal to 5 mg/
dL and the specific gravity is greater
than 1.0010 but less than 1.0030.

Section 3.8 What criteria are used to
report an invalid result for a specimen?

An HHS-certified laboratory reports a
primary (Bottle A) specimen as an
invalid result when:

(a) Inconsistent creatinine
concentration and specific gravity
results are obtained (i.e., the creatinine
concentration is less than 2 mg/dL on
both the initial and confirmatory
creatinine tests and the specific gravity
is greater than 1.0010 but less than
1.0200 on the initial and/or
confirmatory specific gravity test, the
specific gravity is less than or equal to
1.0010 on both the initial and
confirmatory specific gravity tests and
the creatinine concentration is equal to
or greater than 2 mg/dL on either or
both the initial or confirmatory
creatinine tests);

(b) The pH is equal to or greater than
3 and less than 4.5 or equal to or greater
than 9 and less than 11 using either a
colorimetric pH test or pH meter for the
initial test and a pH meter for the
confirmatory test on two separate
aliquots;

(c) The nitrite concentration is equal
to or greater than 200 mcg/mL using a
nitrite colorimetric test or equal to or
greater than the equivalent of 200 mcg/
mL nitrite using a general oxidant
colorimetric test for both the initial
(first) test and the second test or using
either initial test and the nitrite
concentration is equal to or greater than
200 mcg/mL but less than 500 mcg/mL
for a different confirmatory test (e.g.,
multi-wavelength spectrophotometry,
ion chromatography, capillary
electrophoresis) on two separate
aliquots;

(d) The possible presence of
chromium (VI) is determined using the
same chromium (VI) colorimetric test
with a cutoff equal to or greater than 50
mcg/mL chromium (VI) for both the
initial (first) test and the second test on
two separate aliquots;

(e) The possible presence of a halogen
(e.g., bleach, iodine, fluoride) is
determined using the same halogen
colorimetric test with a cutoff equal to
or greater than the LOQ for both the
initial (first) test and the second test on
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two separate aliquots or relying on the
odor of the specimen as the initial test;

(f) The possible presence of
glutaraldehyde is determined by using
the same aldehyde test (aldehyde
present) or characteristic immunoassay
response on one or more drug
immunoassay tests for both the initial
(first) test and the second test on two
separate aliquots;

(g) The possible presence of an
oxidizing adulterant is determined by
using the same general oxidant
colorimetric test (with an equal to or
greater than 200 mcg/mL nitrite-
equivalent cutoff, an equal to or greater
than 50 mcg/mL chromium (VI)-
equivalent cutoff, or a halogen
concentration is equal to or greater than
the LOQ) for both the initial (first) test
and the second test on two separate
aliquots;

(h) The possible presence of a
surfactant is determined by using the
same surfactant colorimetric test with
an equal to or greater than 100 mcg/mL
dodecylbenzene sulfonate-equivalent
cutoff for both the initial (first) test and
the second test on two separate aliquots
or a foam/shake test for the initial test;

(i) Interference occurs on the
immunoassay drug tests on two separate
aliquots (i.e., valid immunoassay drug
test results cannot be obtained);

(j) Interference with the drug
confirmatory assay occurs on two
separate aliquots of the specimen and
the laboratory is unable to identify the
interfering substance;

(k) The physical appearance of the
specimen (e.g., viscosity) is such that
testing the specimen may damage the
laboratory’s instruments; or

(1) The specimen has been tested and
the physical appearances of Bottles A
and B (e.g., color) are clearly different.

Subpart D—Collectors

Section 4.1 Who may collect a
specimen?

(a) A collector who has been trained
to collect urine specimens in
accordance with these Guidelines.

(b) The immediate supervisor of a
Federal employee donor may only
collect that donor’s specimen when no
other collector is available. The
supervisor must be a trained collector.

(c) The hiring official of a Federal
agency applicant may only collect that
Federal agency applicant’s specimen
when no other collector is available.
The hiring official must be a trained
collector.

Section 4.2 Who may not collect a
specimen?

(a) A Federal agency employee who is
in a testing designated position and
subject to the Federal agency drug
testing rules must not be a collector for
co-workers who are in the same testing
pool or who work together with that
employee on a daily basis.

(b) A Federal agency applicant or
employee must not collect his or her
own urine.

(c) An employee working for an HHS-
certified laboratory or IITF must not act
as a collector if the employee could link
the identity of the donor to the donor’s
drug test result.

(d) To avoid a potential conflict of
interest, a collector should not be
someone that is related to the employee
(e.g., spouse, ex-spouse, relative) or a
close personal friend (e.g., fiancé).

Section 4.3 What are the requirements
to be a collector?

(a) An individual may serve as a
collector when the individual:

(1) Is knowledgeable about the
collection procedure described in these
Guidelines;

(2) Is knowledgeable about any
guidance provided by the Federal
agency’s Drug-Free Workplace Program
or additional information provided by
the Secretary relating to these
Guidelines;

(3) Has received training from a
qualified trainer for collectors on the
following subjects:

(i) All steps necessary to complete a
collection correctly and the proper
completion and transmission of the
Federal CCF;

(ii) Problem collections;

(iii) Fatal flaws, correctable flaws, and
how to correct problems in collections;
and

(iv) The collector’s responsibility for
maintaining the integrity of the
collection process, ensuring the privacy
of individuals being tested, ensuring the
security of the specimen, and avoiding
conduct or statements that could be
viewed as offensive or inappropriate.

(4) Has demonstrated proficiency in
collections by completing five
consecutive error-free mock collections.

(i) The five mock collections must
include two uneventful collection
scenarios, one insufficient quantity of
urine scenario, one temperature out of
range scenario, and one scenario in
which the donor refuses to sign the
Federal CCF and initial the specimen
bottle tamper-evident seal.

(ii) A qualified trainer for collectors
must monitor and evaluate the
individual being trained, in person or by

a means that provides real-time
observation and interaction between the
trainer and the individual being trained,
and attest in writing that the mock
collections are “‘error-free.”

(b) A trained collector must complete
refresher training on the requirements in
paragraph a of this section no less
frequently than every five years from the
date on which he or she was first
trained.

(c) The collector must maintain the
documentation of his or her training and
provide it to a Federal agency when
requested.

(d) An individual may not collect
specimens for a Federal agency until his
or her training as a collector has been
properly documented.

Section 4.4 What are the requirements
to be an observer for a direct observed
collection?

(a) An individual may serve as an
observer for a direct observed collection
when the individual has satisfied the
requirements:

(1) Is knowledgeable about the direct
observed collection procedure described
in Section 8.9 of these Guidelines;

(2) Is knowledgeable about any
guidance provided by the Federal
agency’s Drug-Free Workplace Program
or additional information provided by
the Secretary relating to the direct
observed collection procedure described
in these Guidelines;

(3) Has received training on the
following subjects:

(i) All steps necessary to perform a
direct observed collection correctly; and
(ii) The observer’s responsibility for

maintaining the integrity of the
collection process, ensuring the privacy
of individuals being tested, ensuring
that the observation is done in a
professional manner that minimizes the
discomfort to the employee so observed,
ensuring the security of the specimen by
maintaining visual contact with the
collection container until it is delivered
to the collector, and avoiding conduct or
statements that could be viewed as
offensive or inappropriate.

(b) The observer must be the same
gender as the donor.

(c) The observer is not required to be
a trained collector.

Section 4.5 What are the requirements
to be a trainer for collectors?

(a) An individual is considered to be
a qualified trainer for collectors and
may train others to collect specimens
when the individual has:

(1) Qualified as a trained collector and
regularly conducted drug test
collections for a period of at least one
year; or
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(2) Successfully completed a “train
the trainer” course given by an
organization (e.g., manufacturer, private
entity, contractor, Federal agency).

(b) A qualified trainer for collectors
must complete refresher training in
accordance with the collector
requirements in Section 4.3(a) no less
frequently than every five years from the
date on which he or she was first
trained.

(c) A qualified trainer for collectors
must maintain the documentation of his
or her training and provide it to a
Federal agency when requested.

Section 4.6 What must a Federal
agency do before an individual is
permitted to collect a specimen?

A Federal agency must:

(a) Ensure that the individual that
serves as a collector has satisfied the
requirements described in Section 4.3;

(b) Ensure that the collector (who may
be self-employed) or an organization
(e.g., third party administrator that
provides a collection service, collector
training company, Federal agency that
employs its own collectors) maintains a
copy of the record(s) that document the
individual’s training as a collector; and

(c) Provide to the collector the name
and telephone number of the Federal
agency representative to contact about
problems or issues that may arise during
a specimen collection procedure.

Subpart E—Collection Sites

Section 5.1 Where can a collection for
a drug test take place?

(a) A collection site may be a
permanent or temporary facility located
either at the work site or at a remote
site.

(b) In the event that an agency-
designated collection site is not
accessible and there is an immediate
requirement to collect a specimen (e.g.,
an accident investigation), a public
restroom may be used for the collection,
using the procedures for a monitored
collection described in Section 8.11.

Section 5.2 What are the requirements
for a collection site?

A facility that is used as a collection
site must have the following:

(a) Provisions to ensure donor privacy
during the specimen collection
procedure in accordance with Section
8.1;

(b) A suitable clean surface area not
accessible to the donor, for handling the
specimens and completing the required
paperwork;

(c) A secure temporary storage
capability to maintain a specimen until
it is transferred to an HHS-certified
laboratory or IITF;

(d) The ability to restrict access to
only authorized personnel during the
collection;

(e) The ability to restrict access to
collection supplies;

(f) The ability to store records
securely; and

(g) The ability to restrict the donor
access to potential diluents in
accordance with Section 8.2.

Section 5.3 How long must collection
site records be stored?

Collection site records (e.g., collector
copies of the OMB-approved Federal
CCF) must be stored for a minimum of
2 years by the collector or the collector’s
employer.

Section 5.4 How does the collector
ensure the security and integrity of a
specimen at the collection site?

(a) A collector must do the following
to maintain the security and integrity of
a specimen:

(1) Not allow unauthorized personnel
to enter the collection site during the
collection procedure;

(2) Perform only one specimen
collection at a time;

(3) Restrict access to collection
supplies before and during the
collection;

(4) Ensure only the collector and the
donor are allowed to handle the
unsealed specimen;

(5) Ensure the chain of custody is
maintained and documented throughout
the entire collection procedure;

(6) Ensure that the Federal CCF is
enclosed with the specimens and sealed
for shipment to an HHS-certified
laboratory or IITF; and

(7) Ensure that specimens transported
to an HHS-certified laboratory or IITF
are placed in containers designed to
minimize the possibility of damage
during shipment (e.g., specimen boxes,
padded mailers, or other suitable
shipping container), and those
containers are securely sealed to
eliminate the possibility of undetected
tampering;

(b) Since specimens are sealed in
packages that would indicate any
tampering during transit to the HHS-
certified laboratory or IITF and couriers,
express carriers, and postal service
personnel do not have access to the
Federal CCF or split specimens, there is
no requirement that such personnel
document chain of custody for the
package during transit.

Subpart F—Federal Drug Testing
Custody and Control Form

Section 6.1 What form is used for
collecting a specimen?

An OMB-approved Federal CCF must
be used to document the collection of
each urine specimen at the collection
site.

Section 6.2 What happens if the
correct Federal CCF is not available or
is not used?

(a) When the collector either by
mistake or as the only means to
document a collection under difficult
circumstances (e.g., post-accident test
with insufficient time to obtain the
correct CCF) uses a non-Federal form or
an expired Federal CCF for a Federal
agency specimen collection, the use of
the incorrect form is not, by itself, a
reason for the laboratory or IITF to
automatically reject the specimen for
testing or for the MRO to cancel the test.

(b) If the collector realizes that an
incorrect form was used before the
specimen bottles are packaged for
transit to the laboratory or IITF, the
collector must show on the form that it
is a Federal agency specimen collection
and give the reason why an incorrect
form was used. Based on the
information provided by the collector,
the laboratory or IITF must handle and
test the specimen as a Federal agency
specimen.

(c) If the laboratory, IITF, or MRO
discovers that an incorrect form was
used by the collector, the laboratory,
IITF, or MRO must obtain a
memorandum for the record from the
collector stating the reason why the
correct Federal CCF was not used to
collect the Federal agency specimen. If
after 5 business days a memorandum for
the record cannot be obtained, the
laboratory or IITF reports a rejected for
testing result and the MRO cancels the
test.

Subpart G—Specimen Collection
Containers

Section 7.1 What is used to collect a
urine specimen?

(a) A single-use collection container/
cup that is capable of holding at least 55
mL; and

(b) Two specimen bottles which can
be sealed for transport; one of which can
hold at least 35 mL and the other at least
20 mL.
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Section 7.2 Are there any restrictions
on the containers and bottles used to
collect urine specimens?

Collection containers/cups and
specimen bottles must not substantially
affect the specimen collected.

Subpart H—Specimen Collection
Procedure

Section 8.1 What privacy must the
donor be given when providing a
specimen?

The following privacy requirements
apply when a donor is providing a
specimen:

(a) Only authorized personnel and the
donor may be present at the collection
site while the collector is collecting a
specimen.

(b) The collector does not need to be
the same gender as the donor. The
observer for a direct observed collection
(i.e., as described in Section 8.9) must
be the same gender as the donor. The
monitor for a monitored collection (i.e.,
as described in Section 8.11) must be
the same gender as the donor, unless the
monitor is a medical professional (e.g.,
nurse, doctor, physician’s assistant,
technologist, or technician licensed or
certified to practice in the jurisdiction
in which the collection takes place).

(c) The collector must give the donor
visual privacy while providing the
specimen. The donor is allowed to
provide a urine specimen in an enclosed
stall within a multi-stall restroom or in
a single person restroom.

Section 8.2 What must the collector do
at the collection site before starting a
specimen collection procedure?

The collector must deter the dilution
or substitution of a specimen at the
collection site by:

(a) Placing a toilet bluing agent in a
toilet bowl or toilet tank, so the
reservoir of water in the toilet bowl
always remains blue. If no bluing agent
is available or if the toilet has an
automatic flushing system, the collector
shall turn off the water supply to the
toilet and flush the toilet to remove the
water in the toilet when possible.

(b) Securing any other source of water
(e.g., no shower or sink) in the enclosure
where urination occurs that is not
secured during the collection. If the
enclosure used by the donor to provide
a specimen has a source of water that
cannot be disabled or secured, a
monitored collection must be conducted
in accordance with Section 8.10.

Section 8.3 What are the preliminary
steps in the collection process?

The collector must take the following
steps before beginning a collection:

(a) If a donor fails to arrive at the
collection site at the assigned time, the
collector must contact the Federal
agency representative to obtain
guidance on action to be taken.

(b) When the donor arrives at the
collection site, the collector begins the
testing process without undue delay.
For example, the collection is not
delayed because the donor says he or
she is not ready or is unable to urinate
or because an authorized employer or
employer representative is late in
arriving.

(c) The collector requests the donor to
present photo identification (e.g.,
driver’s license, employee badge issued
by the employer, any other picture
identification issued by a Federal, state,
or local government agency). If the
donor does not have proper photo
identification, the collector shall contact
the supervisor of the donor or the
Federal agency representative who can
positively identify the donor. If the
donor’s identity cannot be established,
the collector shall not proceed with the
collection.

(d) The collector must provide
identification (e.g., employee badge,
employee list) to the donor if the donor
asks.

(e) The collector explains the basic
collection procedure to the donor.

(f) The collector informs the donor
that he or she may read the instructions
for completing the custody and control
form which are located on the back of
the Federal CCF.

(g) The collector answers any
reasonable and appropriate questions
the donor may have regarding the
collection procedure.

(h) The collector asks the donor to
remove any unnecessary outer garments
such as a coat or jacket that might
conceal items or substances that could
be used to adulterate or substitute the
urine specimen:

(1) The collector must ensure that all
personal belongings such as a purse or
briefcase remain with the outer
garments; the donor may retain his or
her wallet.

(2) The collector asks the donor to
empty his or her pockets and display
the items to ensure that no items are
present that could be used to adulterate
or substitute the specimen;

(3) If nothing is present that can be
used to adulterate or substitute a
specimen, the donor places the items
back into the pockets and the collection
procedure continues;

(4) If an item is found that appears to
have been brought to the collection site
with the intent to adulterate or
substitute the specimen, a direct
observed collection procedure is used in

accordance with Section 8.9. If the item
appears to be inadvertently brought to
the collection site, the collector must
secure the item and continue with the
normal collection procedure.

(5) If the donor refuses to show the
collector the items in his or her pockets,
this is considered a “refusal to test.”
The collector must stop the collection
and report the refusal to test as
described in Section 8.12.

(i) The collector shall instruct the
donor to wash and dry his or her hands
prior to urination. After washing hands,
the donor must remain in the presence
of the collector and must not have
access to any water fountain, faucet,
soap dispenser, cleaning agent, or any
other materials which could be used to
adulterate or substitute the specimen.

Section 8.4 What steps does the
collector take in the collection process
before the donor provides a urine
specimen?

(a) The collector gives the donor or
allows the donor to select a specimen
collection container. The collector
instructs the donor to provide his or her
specimen in the privacy of a stall or
otherwise partitioned area that allows
for individual privacy. The collector
directs the donor to provide a specimen
of at least 45 mL, to not flush the toilet,
and to return with the specimen as soon
as the donor has completed the void.

(1) Except in the case of a direct
observed collection (i.e., as described in
Section 8.9) or a monitored collection
(i.e., as described in Section 8.11),
neither the collector nor anyone else
may go into the room with the donor.

(2) The collector may set a reasonable
time limit for voiding.

(b) The collector notes any unusual
behavior or appearance of the donor on
the Federal CCF. If the collector detects
any conduct that clearly indicates an
attempt to tamper with a specimen (e.g.,
substitute urine in plain view or an
attempt to bring into the collection site
an adulterant or urine substitute), the
collector must conduct an immediate
collection under direct observation in
accordance with Section 8.8. The
collector must note the conduct and the
fact that the collection was observed on
the CCF.

Section 8.5 What procedure is used
when the donor states that he or she is
unable to provide a specimen?

(a) If the donor states that he or she
is unable to provide a specimen during
the collection process, the collector
requests that the donor enter the
restroom (stall) and attempt to provide
a specimen.
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(b) The donor demonstrates his or her
inability to provide a specimen when he
or she comes out of the stall with an
empty collection container.

(1) If the donor states that he or she
could provide a specimen after drinking
some fluids, the collector gives the
donor a reasonable amount of liquid to
drink for this purpose (e.g., an 8 ounce
glass of water every 30 minutes, but not
to exceed a maximum of 40 ounces over
a period of 3 hours or until the donor
has provided a sufficient urine
specimen). If the donor simply needs
more time before attempting to provide
a urine specimen, the donor is not
required to drink any fluids during this
waiting time.

(2) If the donor states that he or she
is unable to provide a urine specimen,
the collector records the reason for not
collecting a urine specimen on the
Federal CCF, notifies the Federal
agency’s designated representative, and
sends the appropriate copies of the
Federal CCF to the MRO and to the
Federal agency’s designated
representative. The collector stops the
collection procedure and requests that
the donor leave the collection site.

Section 8.6 What steps does the
collector take in the collection process
after the donor provides a urine
specimen?

The collector must take the following
steps after the donor provides the urine
specimen:

(a) After providing the specimen, the
donor gives the specimen collection
container to the collector. Both the
donor and the collector must keep the
specimen container in view at all times
until the collector seals the specimen
bottles as described in Section 8.7.

(b) After the donor has given the
specimen to the collector, whenever
practical, the donor shall be allowed to
wash his or her hands and the donor
may flush the toilet.

(c) The collector must measure the
temperature of the specimen within 4
minutes of receiving the specimen from
the donor. The collector records on the
Federal CCF whether or not the
temperature is in the acceptable range of
32°-38 °C/90°-100 °F.

(1) The temperature measuring device
must accurately reflect the temperature
of the specimen and not contaminate
the specimen.

(2) If the temperature of the specimen
is outside the range of 32°-38° C/90°—
100° F, that is a reason to believe that
the donor may have adulterated or
substituted the specimen. Another
specimen must be collected under direct
observation in accordance with Section
8.8. The collector will forward both

specimens (i.e., from the first and
second collections) to an HHS-certified
laboratory for testing and records a
comment on the Federal CCF.

(d) The collector must inspect the
specimen to determine if there is any
sign indicating that the specimen may
not be a valid urine specimen (e.g.,
unusual color, presence of foreign
objects or material, unusual odor).

(1) The collector notes any unusual
finding on the Federal CCF. A specimen
suspected of not being a valid urine
specimen must be forwarded to an HHS-
certified laboratory for testing.

(2) When there is any reason to
believe that a donor may have
adulterated or substituted the specimen,
another specimen must be obtained as
soon as possible under direct
observation in accordance with Section
8.8. The collector will forward both
specimens (i.e., from the first and
second collections) to an HHS-certified
laboratory for testing and records a
comment on the Federal CCF.

(e) The collector must determine the
volume of urine in the specimen
container. The collector must never
combine urine collected from separate
voids to create a specimen.

(1) If the volume is at least 45 mL, the
collector will proceed with steps
described in Section 8.7.

(2) If the volume is less than 45 mL,
the collector discards the specimen and
immediately collects a second specimen
using the same procedures as for the
first specimen (including steps in
paragraphs ¢ and d of this section).

(i) The collector may give the donor
a reasonable amount of liquid to drink
for this purpose (e.g., an 8 ounce glass
of water every 30 minutes, but not to
exceed a maximum of 40 ounces over a
period of 3 hours or until the donor has
provided a sufficient urine specimen).
However, the donor is not required to
drink any fluids during this waiting
time.

(ii) If the donor provides a sufficient
urine specimen (i.e., at least 45 mL), the
collector proceeds with steps described
in Section 8.7.

(iii) If the employee has not provided
a sufficient specimen (i.e., at least 45
mL) within three hours of the first
unsuccessful attempt to provide the
specimen, the collector stops the
collection procedure and:

(A) Notes on the Federal CCF that the
donor has not provided a sufficient
volume of urine for the drug test;

(B) Notifies the Federal agency’s
designated representative;

(C) Discards the insufficient
specimen;

(D) Requests that the donor leave the
collection site;

(E) Sends the appropriate copies of
the Federal CCF to the MRO and to the
Federal agency.

(f) If the donor fails to remain present
through the completion of the
collection, declines to have a direct
observed collection as required in steps
(c)(2) or (d)(2) above, or refuses to
provide a second specimen as required
in step (e)(2) above, the collector stops
the collection and reports the refusal to
test in accordance with Section 8.12.

Section 8.7 How does the collector
prepare the specimens?

(a) All Federal agency collections are
to be split specimen collections.

(b) The collector, in the presence of
the donor, pours the urine from the
collection container into two specimen
bottles to be labeled Bottle A and Bottle
B. The collector pours at least 30 mL of
urine into Bottle A and at least 15 mL
into Bottle B, and caps each bottle.

(c) In the presence of the donor, the
collector places a tamper-evident label/
seal from the Federal CCF over each
specimen bottle cap. The collector
records the date of the collection on the
tamper-evident labels/seals.

(d) The donor initials the tamper-
evident labels/seals on each specimen
bottle. If the donor refuses to initial the
labels/seals, the collector notes the
refusal on the Federal CCF and
continues with the collection process.

(e) The collector asks the donor to
read and sign a statement on the Federal
CCF certifying that the specimens
identified were collected from him or
her. If the donor refuses to sign the
certification statement, the collector
notes the refusal on the Federal CCF and
continues with the collection process.

(f) The collector signs and prints his
or her name on the Federal CCF,
completes the Federal CCF, and
distributes the copies of the CCF as
required.

(g) The collector seals the specimens
(Bottle A and Bottle B) and Federal CCF
in a package in accordance with
instructions on the back of the Federal
CCF for transfer to an HHS-certified
laboratory or IITF.

(h) If the specimen bottles and Federal
CCF are not immediately prepared for
transfer to an HHS-certified laboratory
or IITF, they must be appropriately
safeguarded until the transfer occurs.

(i) The collector must discard any
urine left over in the collection
container after both specimen bottles
have been appropriately filled and
sealed. There is one exception to this
requirement: The collector may use
excess urine to conduct clinical tests
(e.g., protein, glucose) if the collection
was conducted in conjunction with a
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physical examination required by a
Federal agency regulation. Neither the
collector nor anyone else may conduct
further testing (such as specimen
validity testing) on the excess urine.

Section 8.8 When is a direct observed
collection conducted?

A direct observed collection
procedure must be conducted when:

(a) The agency has authorized a direct
observed collection because:

(1) The donor’s previous drug test
result was reported by an MRO as
positive, adulterated, or substituted; or

(2) The certified laboratory reports to
the MRO that a specimen is invalid, and
the MRO reported to the agency that
there was not an adequate medical
explanation for the result; or

(3) The MRO reported to the agency
that the primary bottle (A) specimen
was positive, adulterated, or substituted
result had to be cancelled because the
test of the split specimen could not be
tested and/or the split specimen bottle
(B) failed to reconfirm; or

(b) At the collection site, an
immediate collection of a second urine
specimen is required because:

(1) The temperature of the specimen
collected during a routine collection is
outside the acceptable temperature
range;

(2) The collector suspects that the
donor has tampered with the specimen
during a routine collection (e.g.,
abnormal physical characteristic such as
unusual color and/or odor, and/or
excessive foaming when shaken);

(3) The collector observes conduct by
the donor that indicates a possible
attempt to adulterate or substitute the
specimen; or

(4) The collector observed materials
brought by the donor to the collection
site for the purpose of adulterating,
substituting, or diluting the specimen.

(c) The collector must contact a
collection site supervisor to review and
concur in advance with any decision by
the collector to obtain a specimen under
direct observation.

(d) If the donor declines to have a
direct observed collection, the collector
reports a refusal to test (i.e., as described
in Section 8.12).

Section 8.9 How is a direct observed
collection conducted?

A direct observed collection
procedure is the same as that for a
routine collection, except an observer
watches the donor urinate into the
collection container. The observer must
be the same gender as the donor with no
exception to this requirement. If there is
no collector available of the same
gender as the donor, the collector or

collection site supervisor shall select an
observer trained in direct observed
specimen collection as described in
Section 4.4. The observer may be an
individual that is not a trained collector.

At the point in a routine collection
where the donor enters the restroom
with the collection container, a direct
observed collection includes the
following additional steps:

(a) The observer enters the restroom
with the donor;

(b) The observer must directly watch
the urine go from the donor’s body into
the collection container (the use of
mirrors or video cameras is not
permitted);

(c) The observer must not touch or
handle the collection container unless
the observer is also serving as the
collector;

(d) After the donor has completed
urinating into the collection container:

(1) If t%e same person serves as the
observer and collector, he or she may
receive the collection container from the
donor while they are both in the
restroom;

(2) If the observer is not serving as the
collector, the donor and observer leave
the restroom and the donor hands the
collection container directly to the
collector. The observer must maintain
visual contact of the collection
container until the donor hands the
container to the collector.

(e) The collector checks the box for an
observed collection on the Federal CCF
and writes the name of the observer and
the reason for an observed collection on
the Federal CCF; and

(f) The collector then continues with
the routine collection procedure in
Section 8.7.

Section 8.10 When is a monitored
collection conducted?

(a) In the event that an agency-
designated collection site is not
available and there is an immediate
requirement to collect a specimen (e.g.,
an accident investigation), a public
restroom may be used for the collection,
using the procedures for a monitored
collection described in Section 8.11.

(b) If the enclosure used by the donor
to provide a specimen has a source of
water that cannot be disabled or
secured, a monitored collection must be
conducted.

(c) If the donor declines to permit a
collection to be monitored when
required, the collector reports a refusal
to test (i.e., as described in Section
8.12).

Section 8.11 How is a monitored
collection conducted?

A monitored collection is the same as
that for a routine collection, except that

a monitor accompanies the donor into
the restroom to check for signs that the
donor may be tampering with the
specimen. The monitor remains in the
restroom, but outside the stall, while the
donor is providing the specimen. A
person of the same gender as the donor
shall serve as the monitor, unless the
monitor is a medical professional (e.g.,
nurse, doctor, physician’s assistant,
technologist, or technician licensed or
certified to practice in the jurisdiction
in which the collection takes place). The
monitor may be an individual other
than the collector and need not be a
qualified collector.

(a) The collector secures the restroom
being used for the monitored collection
so that no one except the employee and
the monitor can enter the restroom until
after the collection has been completed.

(b) The monitor enters the restroom
with the donor.

(c) The monitor must not watch the
employee urinate into the collection
container. If the monitor hears sounds
or makes other observations indicating
an attempt by the donor to tamper with
a specimen, there must be an additional
collection under direct observation in
accordance with Section 8.8.

(d) The monitor must not touch or
handle the collection container unless
the monitor is also the collector.

(e) After the donor has completed
urinating into the collection container:
(1) If the same person serves as the

monitor and collector, he or she may
receive the collection container from the
donor while they are both in the
restroom;

(2) If the monitor is not serving as the
collector, the donor and monitor leave
the restroom and the donor hands the
collection container directly to the
collector. The monitor must ensure that
the employee takes the collection
container directly to the collector as
soon as the employee has exited the
enclosure.

(f) If the monitor is not serving as the
collector, the collector writes the name
of the monitor on the Federal CCF.

(g) The collector then continues with
the routine collection procedure in
Section 8.7.

Section 8.12 How does the collector
report a donor’s refusal to test?

The collector stops the collection,
discards any urine collected, and
reports the refusal to test by:

(a) Notifying the Federal agency by
means (e.g., telephone, e-mail, or secure
fax) that ensures that the notification is
immediately received,

(b) Documenting the refusal to test on
the Federal CCF, and
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(c) Sending all copies of the Federal
CCF to the Federal agency’s designated
representative.

Section 8.13 What are a Federal
agency’s responsibilities for a collection
site?

(a) A Federal agency must ensure that
collectors and collection sites satisfy all
requirements in subparts D, E, F, G, and
H.

(b) A Federal agency (or only one
Federal agency when several agencies
are using the same collection site) must
inspect 5 percent or up to a maximum
of 50 collection sites each year, selected
randomly from those sites used to
collect agency specimens.

(c) A Federal agency must investigate
reported collection site deficiencies
(e.g., specimens reported “‘rejected for
testing” by an HHS-certified IITF or
HHS-certified laboratory) and take
appropriate action which may include
inspecting the collection site. The
inspections of these additional
collection sites may not be included in
the 5 percent or maximum of 50
collection sites inspected annually.

Subpart I—HHS Certification of
Laboratories and lITFs

Section 9.1 Who has the authority to
certify laboratories and IITFs to test
specimens for Federal agencies?

(a) The Secretary has broad discretion
to take appropriate action to ensure the
full reliability and accuracy of drug
testing and reporting, to resolve
problems related to drug testing, and to
enforce all standards set forth in these
Guidelines. The Secretary has the
authority to issue directives to any
laboratory or IITF suspending the use of
certain analytical procedures when
necessary to protect the integrity of the
testing process; ordering any laboratory
or IITF to undertake corrective actions
to respond to material deficiencies
identified by an inspection or through
performance testing; ordering any
laboratory or IITF to send specimens or
specimen aliquots to another laboratory
for retesting when necessary to ensure
the accuracy of testing under these
Guidelines; ordering the review of
results for specimens tested under the
Guidelines for private sector clients to
the extent necessary to ensure the full
reliability of drug testing for Federal
agencies; and ordering any other action
necessary to address deficiencies in
drug testing, analysis, specimen
collection, chain of custody, reporting of
results, or any other aspect of the
certification program.

(b) A laboratory or IITF is prohibited
from stating or implying that it is

certified by HHS under these Guidelines
to test specimens for Federal agencies
unless it holds such certification.

Section 9.2 What is the process for a
laboratory or IITF to become certified
and maintain HHS certification and the
process when certification is not
maintained?

(a) A laboratory or IITF seeking HHS
certification must:

(1) Submit a completed OMB-
approved application form (i.e., the
applicant laboratory or IITF provides
detailed information on both the
administrative and analytical
procedures to be used for Federal
agency specimens after it is certified);

(2) Have its application reviewed as
complete and accepted by HHS;

(3) Successfully complete the PT
challenges in 3 consecutive sets of
initial PT samples;

(4) Satisfy all the requirements for an
initial inspection; and

(5) Receive a letter of certification
from the Secretary before being able to
test specimens for Federal agencies.

(b) To maintain HHS certification, a
laboratory or IITF must:

(1) Successfully participate in both
the maintenance PT and inspection
programs (i.e., successfully test the
required quarterly sets of maintenance
PT samples, undergo an inspection 3
months after being certified, and
undergo maintenance inspections every
6 months thereafter);

(2) Respond in an appropriate, timely,
and complete manner to required
corrective action in the event of
problems identified in either the
maintenance PT or inspection program
or in operations and reporting; and

(3) Satisfactorily complete corrective
remedial action and undergo a special
inspection and, as necessary, special PT
sets to maintain or restore certification
when material deficiencies occur in
either the PT program, inspection
program, or in operations and reporting.

(c) A laboratory or IITF that does not
maintain its HHS certification must:

(1) Stop testing Federal agency
specimens;

(2) Ensure the security of Federal
agency specimens and records
throughout the required storage period
described in Sections 11.20, 11.21,
12.18, and 14.8;

(3) Ensure access to Federal agency
specimens and records in accordance
with Sections 11.23, 12.20, and subpart
N; and

(3) When suspension and revocation
procedures are imposed by the
Secretary, follow the HHS procedures in
subpart P that will be used for all
actions associated with the suspension
and/or revocation of HHS-certification.

Section 9.3 What are the qualitative
and quantitative specifications of a
performance test (PT) sample?

(a) PT samples used to evaluate drug
tests will be formulated as follows:

(1) A PT sample may contain one or
more of the drugs and metabolites in the
drug classes listed in Section 3.4 and
satisfy one of the following parameters:

(i) The concentration of a drug or
metabolite will be at least 20 percent
above the initial test cutoff
concentration for the drug;

(ii) The concentration of a drug or
metabolite may be as low as 40 percent
of the confirmatory test cutoff
concentration when the PT sample is
designated as a retest sample; or

(iii) The concentration of drug or
metabolite may be at another
concentration for a special purpose.

(2) A PT sample may contain an
interfering substance, an adulterant, or
satisfy the criteria for a substituted
specimen, dilute specimen, or invalid
result.

(3) A negative PT sample will not
contain a measurable amount of a target
analyte.

(b) PT samples used to evaluate
specimen validity tests shall satisfy, but
are not limited to, one of the following
criteria:

(1) The nitrite concentration will be at
least 20 percent above the cutoff;

(2) The pH will be between 1.5 and
5.0 or between 8.5 and 12.5;

(3) The concentration of an oxidant
will be at a level sufficient to challenge
a laboratory’s ability to identify and
confirm the oxidant;

(4) The creatinine concentration will
be between 0 and 20 mg/dL; or

(5) The specific gravity will be less
than or equal to 1.0050 or between
1.0170 and 1.0230.

(c) For each PT cycle, the set of PT
samples going to each laboratory or IITF
will vary but, within each calendar year,
each laboratory or IITF will analyze
essentially the same total set of samples.

(d) The laboratory or IITF must, to the
greatest extent possible, handle, test,
and report a PT sample in a manner
identical to that used for a donor
specimen, unless otherwise specified.

Section 9.4 What are the PT
requirements for an applicant
laboratory?

(a) An applicant laboratory that seeks
certification under these Guidelines
must satisfy the following criteria on 3
consecutive sets of PT samples:

(1) Have no false positive results;

(2) Correctly identify, confirm, and
report at least 90 percent of the total
drug challenges over the 3 sets of PT
samples;
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(3) Correctly identify at least 80
percent of the drug challenges for each
initial drug test over the 3 sets of PT
samples;

(4) For the confirmatory drug tests,
correctly determine that the
concentrations for at least 80 percent of
the total drug challenges are no more
than +20 percent or 2 standard
deviations (whichever is larger) from the
appropriate reference or peer group
means over the 3 sets of PT samples;

(5) For the confirmatory drug tests,
must not obtain any drug concentration
on a PT sample that differs by more than
150 percent from the appropriate
reference or peer group mean;

(6) For each confirmatory drug test,
correctly identify and determine that the
concentrations for at least 50 percent of
the drug challenges are no more than
+20 percent or +2 standard deviations
(whichever is larger) from the
appropriate reference or peer group
means over the 3 sets of PT samples;

(7) Correctly identify at least 80
percent of the total specimen validity
testing challenges over the 3 sets of PT
samples;

(8) Correctly identify at least 80
percent of the challenges for each
individual specimen validity test over
the 3 sets of PT samples;

(9) For quantitative specimen validity
tests, obtain quantitative values for at
least 80 percent of the total challenges
over the 3 sets of PT samples that satisfy
the following criteria:

(i) Nitrite and creatinine
concentrations are no more than +20
percent or £2 standard deviations from
the appropriate reference or peer group
mean; and

(ii) pH values are no more than +0.3
pH units from the appropriate reference
or peer group mean using a pH meter;
and

(iii) Specific gravity values are no
more than +0.0003 specific gravity units
from the appropriate reference or peer
group mean when the mean is less than
1.0100 and specific gravity values are no
more than +0.0004 specific gravity units
from the appropriate reference or peer
group mean when the mean is equal to
or greater than 1.0100;

(10) Must not obtain any quantitative
value on a specimen validity test PT
sample that differs from the appropriate
reference or peer group mean by more
than +50 percent for nitrite and
creatinine concentrations, 0.8 pH units
using a pH meter, £0.0006 specific
gravity units when the mean is less than
1.0100, or £0.0007 specific gravity units
when the mean is equal to or greater
than 1.0100; and

(11) Must not report any sample as
adulterated with a compound that is not

present in the sample, adulterated based
on pH when the appropriate reference
or peer group mean is within the
acceptable pH range, or substituted
when the appropriate reference or peer
group means for both creatinine and
specific gravity are within the
acceptable range.

(b) Failure to satisfy these
requirements will result in
disqualification.

Section 9.5 What are the PT
requirements for an HHS-certified
laboratory?

(a) A laboratory certified under these
Guidelines must satisfy the following
criteria on the maintenance PT samples
to maintain its certification:

(1) Have no false positive results;

(2) Correctly identify, confirm, and
report at least 90 percent of the total
drug challenges over 2 consecutive PT
cycles;

(3) Correctly identify at least 80
percent of the drug challenges for each
initial drug test over 2 consecutive PT
cycles;

(4) For the confirmatory drug tests,
correctly determine that the
concentrations for at least 80 percent of
the total drug challenges are no more
than +20 percent or £2 standard
deviations (whichever is larger) from the
appropriate reference or peer group
means over 2 consecutive PT cycles;

(5) For the confirmatory drug tests,
obtain no more than one drug
concentration on a PT sample that
differs by more than £50 percent from
the appropriate reference or peer group
mean over 2 consecutive PT cycles;

(6) For each confirmatory drug test,
correctly identify and determine that the
concentrations for at least 50 percent of
the drug challenges for an individual
drug are no more than £20 percent or +2
standard deviations (whichever is
larger) from the appropriate reference or
peer group means over 2 consecutive PT
cycles;

(7) Correctly identify at least 80
percent of the total specimen validity
test challenges over 2 consecutive PT
cycles;

(8) Correctly identify at least 80
percent of the challenges for each
individual specimen validity test over 2
consecutive PT cycles;

(9) For quantitative specimen validity
tests, obtain quantitative values for at
least 80 percent of the total challenges
over 2 consecutive PT cycles that satisfy
the following criteria:

(i) Nitrite and creatinine
concentrations are no more than +20
percent or +2 standard deviations from
the appropriate reference or peer group
mean;

(ii) pH values are no more than +0.3
pH units from the appropriate reference
or peer group mean using a pH meter;
and

(iii) Specific gravity values are no
more than +0.0003 specific gravity units
from the appropriate reference or peer
group mean when the mean is less than
1.0100 and specific gravity values are no
more than +0.0004 specific gravity units
from the appropriate reference or peer
group mean when the mean is equal to
or greater than 1.0100;

(10) Obtain no more than one
quantitative value over 2 consecutive PT
cycles on a specimen validity test PT
sample that differs from the appropriate
reference or peer group mean by more
than +50 percent for nitrite and
creatinine concentrations, 0.8 pH units
using a pH meter, £0.0006 specific
gravity units when the mean is less than
1.0100, or £0.0007 specific gravity units
when the mean is equal to or greater
than 1.0100; and

(11) Do not report any PT sample as
adulterated with a compound that is not
present in the sample, adulterated based
on pH when the appropriate reference
or peer group mean is within the
acceptable pH range, or substituted
when the appropriate reference or peer
group means for both creatinine and
specific gravity are within the
acceptable range.

(b) Failure to participate in a PT cycle
or to satisfy these requirements may
result in suspension or revocation of an
HHS-certified laboratory’s certification.

Section 9.6 What are the PT
requirements for an applicant IITF?

(a) An applicant IITF that seeks
certification under these Guidelines
must satisfy the following criteria on 3
consecutive sets of PT samples:

(1) Correctly identify at least 90
percent of the total drug challenges over
the 3 sets of PT samples;

(2) Correctly identify at least 80
percent of the drug challenges for each
individual drug test over the 3 sets of PT
samples;

(3) Correctly identify at least 80
percent of the total specimen validity
test challenges over the 3 sets of PT
samples;

(4) Correctly identify at least 80
percent of the challenges for each
individual specimen validity test over
the 3 sets of PT samples;

(5) For quantitative specimen validity
tests, obtain quantitative values for at
least 80 percent of the total specimen
validity test challenges over the 3 sets
of PT samples that satisfy the following
criteria:

(i) Creatinine concentrations are no
more than +20 percent or +2 standard
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deviations (whichever is larger) from the
appropriate reference or peer group
mean; and

(ii) Specific gravity values are no
more than +0.001 specific gravity units
from the appropriate reference or peer
group mean; and

(6) Must not obtain any quantitative
value on a specimen validity test PT
sample that differs from the appropriate
reference or peer group mean by more
than £50 percent for creatinine
concentration, or £0.002 specific gravity
units for specific gravity.

(b) Failure to satisfy these
requirements will result in
disqualification.

Section 9.7 What are the PT
requirements for an HHS-certified IITF?

(a) An IITF certified under these
Guidelines must satisfy the following
criteria on the maintenance PT samples
to maintain its certification:

(1) Correctly identify at least 90
percent of the total drug challenges over
2 consecutive PT cycles;

(2) Correctly identify at least 80
percent of the drug challenges for each
individual drug test over 2 consecutive
PT cycles;

(3) Correctly identify at least 80
percent of the total specimen validity
test challenges over 2 consecutive PT
cycles;

(4) Correctly identify at least 80
percent of the challenges for each
individual specimen validity test over 2
consecutive PT cycles;

(5) For quantitative specimen validity
tests, obtain quantitative values for at
least 80 percent of the total specimen
validity test challenges over 2
consecutive PT cycles that satisfy the
following criteria:

(i) Creatinine concentrations are no
more than +20 percent or 2 standard
deviations (whichever is larger) from the
appropriate reference or peer group
mean; and

(i) Specific gravity values are no
more than +0.001 specific gravity units
from the appropriate reference or peer
group mean; and

(6) Obtain no more than one
quantitative value over 2 consecutive PT
cycles on a specimen validity test PT
sample that differs from the appropriate
reference or peer group mean by more
than £50 percent for creatinine
concentration, or £0.002 specific gravity
units for specific gravity.

(b) Failure to participate in a PT cycle
or to satisfy these requirements may
result in suspension or revocation of an
HHS-certified IITF’s certification.

Section 9.8 What are the inspection
requirements for an applicant
laboratory or IITF?

(a) An applicant laboratory or IITF is
inspected by a team of two inspectors.

(b) Each inspector conducts an
independent review and evaluation of
all aspects of the laboratory’s or IITF’s
testing procedures and facilities using
an inspection checklist.

(c) To become certified, an applicant
laboratory or IITF must satisfy the
minimum requirements as stated in
these Guidelines.

Section 9.9 What are the maintenance
inspection requirements for an HHS-
certified laboratory or IITF?

(a) An HHS-certified laboratory or
IITF must undergo an inspection 3
months after becoming certified and an
inspection every 6 months thereafter.

(b) An HHS-certified laboratory or
IITF is inspected by one or more
inspectors. The number of inspectors is
determined according to the number of
specimens reviewed. Additional
information regarding inspections is
available from SAMHSA.

(c) Each inspector conducts an
independent evaluation and review of
the HHS-certified laboratory’s or IITF’s
procedures, records, and facilities using
guidance provided by the Secretary.

(d) To remain certified, an HHS-
certified laboratory or IITF must
continue to satisfy the minimum
requirements as stated in these
Guidelines.

Section 9.10 Who can inspect an HHS-
certified laboratory or IITF and when
may the inspection be conducted?

(a) An individual may be selected as
an inspector for the Secretary if he or
she satisfies the following criteria:

(1) Has experience and an educational
background similar to that required for
either the responsible person or the
certifying scientist as described in
subpart K for a laboratory or as a
responsible technician as described in
subpart L;

(2) Has read and thoroughly
understands the policies and
requirements contained in these
Guidelines and in other guidance
consistent with these Guidelines
provided by the Secretary;

(3) Submits a resume and
documentation of qualifications to HHS;

(4) Attends approved training; and

(5) Performs acceptably as an
inspector on an inspection of an HHS-
certified laboratory or IITF under these
Guidelines.

(b) The Secretary or a Federal agency
may conduct an inspection at any time.

Section 9.11 What happens if an
applicant laboratory or IITF does not
satisfy the minimum requirements for
either the PT program or the inspection
program?

If an applicant laboratory or IITF fails
to satisfy the requirements established
for the initial certification process, the
applicant laboratory or IITF must start
the initial certification process from the
beginning.

Section 9.12 What happens if an HHS-
certified laboratory or IITF does not
satisfy the minimum requirements for
either the PT program or the inspection
program?

(a) If an HHS-certified laboratory or
IITF fails to satisfy the minimum
requirements for certification, the
laboratory or IITF is given a period of
time (e.g., 5 or 30 working days
depending on the nature of the issue) to
provide any explanation for its
performance and evidence that any
deficiency has been corrected.

(b) A laboratory’s or IITF’s
certification may be revoked,
suspended, or no further action taken
depending on the seriousness of the
errors and whether there is evidence
that any deficiency has been corrected
and that current performance meets the
requirements for a certified laboratory or
IITF.

(c) An HHS-certified laboratory or
IITF may be required to undergo a
special inspection or to test additional
PT samples, depending on the nature of
the performance, to verify that any
deficiency has been corrected.

(d) If an HHS-certified laboratory’s or
IITF’s certification is revoked or
suspended in accordance with the
process described in subpart P, the
laboratory or IITF is not permitted to
test specimens for Federal agencies until
the suspension is lifted or the laboratory
or IITF has successfully completed the
certification requirements as a new
applicant laboratory or IITF.

Section 9.13 What factors are
considered in determining whether
revocation of a laboratory’s or IITF’s
certification is necessary?

(a) The Secretary shall revoke
certification of any laboratory or IITF
certified in accordance with these
Guidelines if the Secretary determines
that revocation is necessary to ensure
the full reliability and accuracy of drug
and specimen validity tests and the
accurate reporting of test results.

(b) The Secretary shall consider the
following factors in determining
whether revocation is necessary:

(1) Unsatisfactory performance in
analyzing and reporting the results of
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drug and specimen validity tests; for
example, a laboratory reporting a false
positive result for an employee’s drug
test;

(2) Unsatisfactory participation in
performance testing evaluations or
inspections;

(3) A material violation of a
certification standard or a contract term
or other condition imposed on the
laboratory or IITF by a Federal agency
using the laboratory’s or IITF’s services;

(4) Conviction for any criminal
offense committed incident to operation
of the laboratory or IITF; or

(5) Any other cause that materially
affects the ability of the laboratory or
IITF to ensure the full reliability and
accuracy of drug and specimen validity
tests and the accurate reporting of
results.

(c) The period and terms of revocation
shall be determined by the Secretary
and shall depend upon the facts and
circumstances of the revocation and the
need to ensure accurate and reliable
drug and validity testing of Federal
employee specimens.

Section 9.14 What factors are
considered in determining whether to
suspend a laboratory or IITF?

(a) Whenever the Secretary has reason
to believe that revocation may be
required and that immediate action is
necessary in order to protect the
interests of the United States and its
employees, the Secretary may
immediately suspend (either partially or
fully) a laboratory’s or IITF’s
certification to conduct drug and
specimen validity testing for Federal
agencies.

(b) The period and terms of
suspension shall be determined by the
Secretary and shall depend upon the
facts and circumstances of the
suspension and the need to ensure
accurate and reliable drug and specimen
validity testing of Federal employee
specimens.

Section 9.15 How does the Secretary
notify a laboratory or IITF that action
is being taken against the laboratory or
IITF?

(a) When a laboratory or IITF is
suspended or the Secretary seeks to
revoke certification, the Secretary shall
immediately serve the laboratory or IITF
with written notice of the suspension or
proposed revocation by facsimile, mail,
personal service, or registered or
certified mail, return receipt requested.
This notice shall state the following:

(1) The reasons for the suspension or
proposed revocation;

(2) The terms of the suspension or
proposed revocation; and

(3) The period of suspension or
proposed revocation.

(b) The written notice shall state that
the laboratory or IITF will be afforded
an opportunity for an informal review of
the suspension or proposed revocation
if it so requests in writing within 30
days of the date the laboratory or IITF
received the notice, or if expedited
review is requested, within 3 days of the
date the laboratory or IITF received the
notice. Subpart P contains detailed
procedures to be followed for an
informal review of the suspension or
proposed revocation.

(c) A suspension must be effective
immediately. A proposed revocation
must be effective 30 days after written
notice is given or, if review is requested,
upon the reviewing official’s decision to
uphold the proposed revocation. If the
reviewing official decides not to uphold
the suspension or proposed revocation,
the suspension must terminate
immediately and any proposed
revocation shall not take effect.

(d) The Secretary will publish in the
Federal Register the name, address, and
telephone number of any laboratory or
IITF that has its certification revoked or
suspended under Section 9.13 or
Section 9.14, respectively, and the name
of any laboratory or IITF that has its
suspension lifted. The Secretary shall
provide to any member of the public
upon request the written notice
provided to a laboratory or IITF that has
its certification suspended or revoked,
as well as the reviewing official’s
written decision which upholds or
denies the suspension or proposed
revocation under the procedures of
subpart P.

Section 9.16 May a laboratory or IITF
that had its certification revoked be
recertified to test Federal agency
specimens?

Following revocation, a laboratory or
IITF may apply for recertification.
Unless otherwise provided by the
Secretary in the notice of revocation
under Section 9.13(a) or the reviewing
official’s decision under Section 16.9(e)
or 16.14(a), a laboratory or IITF which
has had its certification revoked may
reapply for certification as an applicant
laboratory or IITF.

Section 9.17 Where is the list of HHS-
certified laboratories and IITFs
published?

(a) The list of HHS-certified
laboratories and IITFs is published
monthly in the Federal Register.

(b) An applicant laboratory or IITF is
not included on the list.

Subpart J—Blind Samples Submitted
by an Agency

Section 10.1 What are the
requirements for Federal agencies to
submit blind samples to HHS-certified
laboratories or IITFs?

(a) Each Federal agency is required to
submit blind samples for its workplace
drug testing program. The blind samples
are to be sent to the HHS-certified
laboratory or HHS-certified IITF to
which the collector sends employee
specimens for the Federal agency.

(b) Each Federal agency must submit
at least 3 percent blind samples along
with its donor specimens based on the
projected total number of donor
specimens collected per year. Every
effort should be made to ensure that
some of the blind samples are submitted
quarterly.

(c) Of the blind samples submitted
each year by an agency, approximately
75 percent of the blind samples must be
negative, 15 percent must be positive for
one or more drugs, and 10 percent must
either be adulterated or substituted.

Section 10.2 What are the
requirements for a blind sample?

(a) A blind sample that is drug
positive must be validated by the
supplier as to its content using
appropriate initial and confirmatory
tests.

(b) A blind sample that is negative
(i.e., certified to contain no drug) must
be validated by the supplier as negative
using appropriate initial and
confirmatory tests.

(c) The supplier must provide
information regarding the shelf life of
the blind sample.

(d) For a blind sample that is drug
positive, the concentration of the drug it
contains should be between 1.5 and 2
times the initial drug test cutoff
concentration and must be spiked or
contain one or more of the drugs or
metabolites listed in Section 3.4.

(e) A blind sample that is adulterated
must have the characteristics to clearly
show that it is an adulterated sample at
the time it is validated by the supplier.

(f) A blind sample that is substituted
must have the characteristics to clearly
show that it is a substituted sample at
the time it is validated by the supplier.

Section 10.3 How is a blind sample
submitted to an HHS-certified
laboratory or IITF?

(a) A blind sample is submitted using
the same Federal CCF as used for a
donor specimen. The collector provides
the required information to ensure that
the Federal CCF has been properly
completed as well as providing
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fictitious initials on the specimen label/
seal. The collector must indicate that
the specimen is a blind sample on the
MRO copy where a donor would
normally provide a signature.

(b) A collector should attempt to
distribute the required number of blind
samples throughout the total number of
donor specimens rather than submitting
all of the blind samples as a single

group.
Section 10.4 What happens if an

inconsistent result is reported on a
blind sample?

If an HHS-certified laboratory or IITF
reports a result for a blind sample that
is inconsistent with the expected result
(e.g., a laboratory or IITF reports a
negative result for a blind sample that
was supposed to be positive, a
laboratory reports a positive result for a
blind sample that was supposed to be
negative):

(a) The MRO must contact the
supplier of the blind sample and
attempt to determine if the supplier
made a mistake when preparing the
blind sample;

(b) The MRO must contact the
collector and determine if the collector
made an error when preparing the blind
sample for transfer to the laboratory or
IITF;

(c) If there is no obvious reason for the
inconsistent result, the MRO must
notify both the Federal agency for which
the blind sample was submitted and the
Secretary; and

(d) The Secretary shall investigate the
blind sample error. A report of the
Secretary’s investigative findings and
the corrective action taken by the HHS-
certified laboratory or IITF must be sent
to the Federal agency. The Secretary
shall ensure notification of the finding
to all other Federal agencies for which
the laboratory or IITF is engaged in drug
testing and coordinate any necessary
action to prevent the recurrence of the
€ITor.

Subpart K—Laboratory

Section 11.1 What must be included in
the HHS-certified laboratory’s standard
operating procedure manual?

(a) An HHS-certified laboratory must
have a standard operating procedure
(SOP) manual that describes, in detail,
all laboratory operations. When
followed, it ensures that all specimens
are tested using the same procedures
and in a consistent manner.

(b) The SOP manual must include, but
is not limited to, a detailed description
of the following:

(1) Chain of custody procedures;

(2) Accessioning;

(3) Security;

(4) Quality control/quality assurance
programs;

(5) Analytical methods and
procedures;

(6) Equipment and maintenance
programs;

(7) Personnel training;

(8) Reporting procedures; and

(9) Computers, software, laboratory
information management systems.

(c) All procedures in the SOP manual
must be in compliance with these
Guidelines and other guidance provided
by the Secretary.

(d) A copy of all procedures that have
been replaced or revised and the dates
on which they were in effect must be
maintained for 2 years to allow the
laboratory to retrieve the procedures
that were used to test a specimen.

Section 11.2 What are the
responsibilities of the responsible
person (RP)?

(a) Manage the day-to-day operations
of the drug testing laboratory even
where another individual has overall
responsibility for an entire multi-
specialty laboratory.

(b) Ensure that there are enough
personnel with adequate training and
experience to supervise and conduct the
work of the drug testing laboratory. The
RP must ensure the continued
competency of laboratory personnel by
documenting their in-service training,
reviewing their work performance, and
verifying their skills.

(c) Maintain a complete, current SOP
manual that is available for personnel in
the drug testing laboratory, and
followed by those personnel. The SOP
manual must be reviewed, signed, and
dated by the RP(s) whenever procedures
are first placed into use or changed or
when a new individual assumes
responsibility for management of the
drug testing laboratory.

(d) Maintain a quality assurance
program to assure the proper
performance and reporting of all test
results; verify and monitor acceptable
analytical performance for all controls
and standards; monitor quality control
testing; document the validity,
reliability, accuracy, precision, and
performance characteristics of each test
and test system.

(e) Implement all remedial actions
necessary to maintain satisfactory
operation and performance of the
laboratory in response to quality control
systems not being within performance
specifications, errors in result reporting
or in analysis of performance testing
samples, and deficiencies identified
during inspections. This individual
must ensure that specimen results are

not reported until all corrective actions
have been taken and he or she can
assure that the results provided are
accurate and reliable.

Section 11.3 What scientific
qualifications in analytical toxicology
must the RP have?

The RP must have documented
scientific qualifications in analytical
toxicology. Minimum qualifications are:

(a) Be certified as a laboratory director
by the State in forensic or clinical
laboratory toxicology, have a Ph.D. in
one of the natural sciences, or have
training and experience comparable to a
Ph.D. in one of the natural sciences with
training and laboratory/research
experience in biology, chemistry, and
pharmacology or toxicology;

(b) Have experience in forensic
toxicology with emphasis on the
collection and analysis of biological
specimens for drugs of abuse;

(c) Have experience in forensic
applications of analytical toxicology
(e.g., publications, court testimony,
conducting research on the toxicology of
drugs of abuse) or qualify as an expert
witness in forensic toxicology;

(d) Be found to fulfill RP
responsibilities and qualifications upon
interview by HHS-trained inspectors
during each on-site inspection of the
laboratory; and

(e) Qualify as a certifying scientist.

Section 11.4 What happens when the
RP is absent or leaves an HHS-certified
laboratory?

(a) All HHS-certified laboratories
must have multiple RPs or one RP and
an alternate RP. When an RP or multiple
RPs are absent at the same time, an
alternate RP must be present and able to
maintain the responsibilities of the RP.

(1) When an HHS-certified laboratory
is without the RP and alternate RP for
14 calendar days or less (e.g., vacation,
illness, business trip), the certified
laboratory may continue testing Federal
agency specimens under the direction of
a certifying scientist.

(2) The Secretary, in accordance with
these Guidelines, will suspend a
laboratory’s certification for all
specimens if the laboratory does not
have an RP or alternate RP for a period
of more than 14 calendar days. The
suspension will be lifted upon the
Secretary’s approval of a new
permanent RP or alternate RP.

(b) When an RP permanently leaves
an HHS-certified laboratory:

(1) An HHS-certified laboratory may
maintain its certification and continue
testing Federal agency specimens under
the direction of an alternate RP for a
period of up to 180 days while seeking
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to hire and receive the Secretary’s
approval of the new permanent RP.

(2) The Secretary, in accordance with
these Guidelines, will suspend a
laboratory’s certification for all
specimens if the laboratory does not
have a permanent RP within 180 days.
The suspension will be lifted upon the
Secretary’s approval of the new
permanent RP.

(c) To nominate an individual as an
RP or alternate RP, the laboratory must
submit to the Secretary the candidate’s
current resume or curriculum vitae,
copies of diplomas and any licensures,
a training plan (not to exceed 90 days)
to transition into the RP position, an
itemized defense of the candidate’s
qualifications compared to the
minimum RP qualifications described in
the Guidelines, and arrange to have
official academic transcript(s) submitted
by the candidate’s institution(s) of
higher learning. The candidate must be
found acceptable during an on-site
inspection of the laboratory.

(d) The laboratory must fulfill other
inspection and PT criteria as required
prior to conducting Federal agency
testing under a new RP.

Section 11.5 What qualifications must
an individual have to certify a result
reported by an HHS-certified
laboratory?

(a) The certifying scientist must have:

(1) At least a bachelor’s degree in the
chemical or biological sciences or
medical technology, or equivalent;

(2) Training and experience in the
analytical methods and forensic
procedures used by the laboratory that
are relevant to the results that the
individual certifies; and

(3) Training and experience in
reviewing and reporting forensic test
results, maintenance of chain of
custody, and understanding proper
remedial action in response to problems
that may arise.

(b) The certifying technician must
have:

(1) Training and experience in the
analytical methods and forensic
procedures used by the laboratory that
are relevant to the results that the
individual certifies; and

(2) Training and experience in
reviewing and reporting forensic test
results, maintenance of chain of
custody, and understanding proper
remedial action in response to problems
that may arise.

Section 11.6 What qualifications and
training must other laboratory
personnel have?

(a) All laboratory staff (e.g.,
technicians, administrative staff) must

have the appropriate training and skills
for the tasks assigned.

(b) Each individual working in an
HHS-certified laboratory must be
properly trained (i.e., receive training in
each area of work that the individual
will be performing, including training in
forensic procedures related to their job
duties) before he or she is permitted to
work independently with regulated
specimens and the training must be
documented.

Section 11.7 What security measures
must an HHS-certified laboratory
maintain?

(a) An HHS-certified laboratory must
control access to the drug testing
facility, specimens, aliquots, and
records.

(b) Authorized visitors must be
escorted at all times, except for
individuals conducting inspections (i.e.,
for the Department, a Federal agency, a
state, or other accrediting agency) or
emergency personnel (such as,
firefighters and medical rescue teams).

(c) A laboratory must maintain a
record that documents the dates, time of
entry and exit, and purpose of entry of
authorized escorted visitors accessing
secured areas, and their authorized
escorts.

Section 11.8 What are the internal
laboratory chain of custody
requirements for a specimen or an
aliquot?

(a) An HHS-certified laboratory must
use chain of custody procedures to
maintain control and accountability of
specimens from receipt through
completion of testing, reporting of
results, during storage, and continuing
until final disposition of the specimens.

(b) An HHS-certified laboratory must
use chain of custody procedures to
document the handling and transfer of
aliquots throughout the testing process
and until final disposal.

(c) The date and purpose must be
documented on an appropriate chain of
custody document each time a specimen
or aliquot is handled or transferred, and
every individual in the chain must be
identified.

(d) Chain of custody must be
maintained and documented by using
either paper copy or electronic
procedures.

(e) Each individual that handles a
specimen or aliquot must sign and
complete the appropriate entries on the
chain of custody document when the
specimen or aliquot is received.

Section 11.9 What test(s) does an
HHS-certified laboratory conduct on a
specimen received from an IITF?

An HHS-certified laboratory must test
the specimen in the same manner as a
specimen that had not been previously
tested.

Section 11.10 What are the
requirements for an initial drug test?

(a) An initial drug test must be an
immunoassay test.

(b) A laboratory must validate an
initial drug test before using it to test
specimens.

(c) Initial drug test kits must be
approved, cleared, or otherwise
recognized by FDA as accurate and
reliable for the testing of a specimen for
identifying drugs of abuse or their
metabolites.

(d) A laboratory may conduct a
second initial drug test using a method
with different specificity, to rule out
cross-reacting compounds. This second
initial drug test must satisfy the batch
quality control requirements specified
in Section 11.12.

Section 11.11 What must an HHS-
certified laboratory do to validate an
initial drug test?

(a) An HHS-certified laboratory must
demonstrate and document for each
initial test:

(1) The ability to differentiate positive
and negative specimens;

(2) The performance of the test around
the cutoff concentration, using samples
at several concentrations between 0 and
150 percent of the cutoff concentration;

(3) The effective concentration range
of the test; and

(4) The effect of carryover that may
occur between aliquots.

(b) Each new lot of an initial drug test
reagent must be verified prior to being
placed into service.

Section 11.12 What are the batch
quality control requirements when
conducting an initial drug test?

(a) Each batch of specimens must
contain the following QC samples:

(1) At least one control certified to
contain no drug or drug metabolite;

(2) At least one positive control with
the drug or drug metabolite targeted at
25 percent above the cutoff;

(3) At least one control with the drug
or drug metabolite targeted at 75 percent
of the cutoff; and

(4) At least one control that appears
as a donor specimen to the laboratory
analysts.

(b) A minimum of 10 percent of the
total specimens and quality control
samples in each batch must be quality
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control samples (i.e., calibrators or
controls).

Section 11.13 What are the
requirements for a confirmatory drug
test?

(a) The analytical method used must
combine chromatographic separation
and mass spectrometric identification
(e.g., GG/MS, liquid chromatography/
mass spectrometry (LC/MS), GC/MS/
MS, LC/MS/MS).

(b) A confirmatory drug test must be
validated before the laboratory can use
it to test specimens.

Section 11.14 What must an HHS-
certified laboratory do to validate a
confirmatory drug test?

(a) An HHS-certified laboratory must
demonstrate and document for each
confirmatory drug test:

(1) The linear range of the analysis;

(2) The limit of detection;

(3) The limit of quantitation;

(4) The accuracy and precision at the
cutoff concentration;

(5) The accuracy and precision at 40
percent of the cutoff concentration; and

(6) The potential for interfering
substances.

(7) The effect of carryover that may
occur between aliquots.

(b) An HHS-certified laboratory must
re-verify its confirmatory drug test
methods periodically or at least
annually.

Section 11.15 What are the quality
control requirements when conducting
a confirmatory drug test?

(a) Each batch of specimens must
contain, at a minimum, the following
QC specimens:

(1) A calibrator with its drug
concentration at the cutoff;

(2) At least one control certified to
contain no drug or drug metabolite;

(3) At least one positive control with
the drug or drug metabolite targeted at
25 percent above the cutoff; and

(4) At least one control targeted at or
below 40 percent of the cutoff.

(b) A minimum of 10 percent of the
total specimens and quality control
samples in each batch must be quality
control samples (i.e., calibrators or
controls).

Section 11.16 What are the analytical
and quality control requirements for
conducting specimen validity tests?

(a) Each specimen validity test result
must be based on performing an initial
specimen validity test on one aliquot
and a second or confirmatory test on a
second aliquot;

(b) Each specimen validity test must
satisfy the QC requirements in Section
11.18; and

(c) Controls must be analyzed
concurrently with specimens.

Section 11.17 What must an HHS-
certified laboratory do to validate a
specimen validity test?

An HHS-certified laboratory must
demonstrate and document for each
specimen validity test the appropriate
performance characteristics of the test;
and must re-verify the test periodically,
or at least annually.

Section 11.18 What are the
requirements for conducting each
specimen validity test?

(a) The requirements for measuring
creatinine concentration are as follows:

(1) The creatinine concentration must
be measured to one decimal place on
both the initial creatinine test and the
confirmatory creatinine test;

(2) The initial creatinine test must
have a calibrator at 2 mg/dL;

(3) The initial creatinine test must
have a control in the range of 1.0 mg/
dL to 1.5 mg/dL, a control in the range
of 3 mg/dL to 20 mg/dL, and a control
in the range of 21 mg/dL to 25 mg/dL;
and

(4) The confirmatory creatinine test
(performed on those specimens with a
creatinine concentration less than 2 mg/
dL on the initial test) must have a
calibrator at 2 mg/dL, a control in the
range of 1.0 mg/dL to 1.5 mg/dL, and a
control in the range of 3 mg/dL to 4 mg/
dL.

(b) The requirements for measuring
specific gravity are as follows:

(1) For specimens with initial
creatinine test results greater than 5 mg/
dL and less than 20 mg/dL, laboratories
may perform a screening test using a
refractometer that measures urine
specific gravity to at least three decimal
places to identify specific gravity values
that are acceptable (equal to or greater
than 1.003) or dilute (equal to or greater
than 1.002 and less than 1.003).
Specimens must be subjected to an
initial specific gravity test using a four
decimal place refractometer when the
initial creatinine test result is less than
or equal to 5 mg/dL or when the
screening specific gravity test result
using a three decimal place
refractometer is less than 1.002. The
screening specific gravity test must have
the following controls:

(i) A calibrator or control at 1.000;

(ii) One control targeted at 1.002;

(iii) One control in the range of 1.004
to 1.018.

(2) For the initial and confirmatory
specific gravity tests, the refractometer
must report and display specific gravity
to four decimal places. The
refractometer must be interfaced with a

laboratory information management
system (LIMS), computer, and/or
generate a paper copy of the digital
electronic display to document the
numerical values of the specific gravity
test results;

(3) The initial and confirmatory
specific gravity tests must have a
calibrator or control at 1.0000; and

(4) The initial and confirmatory
specific gravity tests must have the
following controls:

(i) One control targeted at 1.0020;

(ii) One control in the range of 1.0040
to 1.0180; and

(iii) One control equal to or greater
than 1.0200 but not greater than 1.0250.

(c) Requirements for measuring pH
are as follows:

(1) Colorimetric pH tests that have the
dynamic range of 2 to 12 to support the
3 and 11 pH cutoffs and pH meters must
be capable of measuring pH to one
decimal place. Colorimetric pH tests,
dipsticks, and pH paper (i.e., screening
tests) that have a narrow dynamic range
and do not support the cutoffs may be
used only to determine if an initial pH
specimen validity test must be
performed;

(2) For the initial and confirmatory
pH tests, the pH meter must report and
display pH to at least one decimal place.
The pH meter must be interfaced with
a LIMS, computer, and/or generate a
paper copy of the digital electronic
display to document the numerical
values of the pH test results;

(3) pH screening tests must have, at a
minimum, the following controls:

(i) One control below the lower
decision point in use;

(ii) One control between the decision
points in use; and

(iii) One control above the upper
decision point in use;

(4) An initial colorimetric pH test
must have the following calibrators and
controls:

(i) One calibrator at 3;

(ii) One calibrator at 11;

(iii) One control in the range of 2 to
2.8;

(iv) One control in the range 3.2 to 4;

(v) One control in the range of 4.5 to
9;

(vi) One control in the range of 10 to
10.8; and

(vii) One control in the range of 11.2
to 12;

(5) An initial pH meter test, if a pH
screening test is not used, must have the
following calibrators and controls:

(i) One calibrator at 4;

(ii) One calibrator at 7;

(ii1) One calibrator at 10;

(iv) One control in the range of 2 to
.8
(

2

’

v) One control in the range 3.2 to 4;
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(vi) One control in the range of 10 to
10.8; and

(vii) One control in the range of 11.2
to 12;

(6) An initial or confirmatory pH
meter test, if a pH screening test is used,
must have the following calibrators and
controls when the screening result
indicates that the pH is below the lower
decision point in use:

(i) One calibrator at 4;

(ii) One calibrator at 7;

(iii) One control in the range of 2 to
2.8; and

(iv) One control in the range 3.2 to 4;
and

(7) An initial or confirmatory pH
meter test, if a pH screening test is used,
must have the following calibrators and
controls when the screening result
indicates that the pH is above the upper
decision point in use:

(i) One calibrator at 7;

(ii) One calibrator at 10;

(iii) One control in the range of 10 to
10.8; and

(iv) One control in the range of 11.2
to 12.

(d) Requirements for performing
oxidizing adulterant tests are as follows:
(1) The initial test must include an

appropriate calibrator at the cutoff
specified in Sections 11.19(d)(2), (3), or
(4) for the compound of interest, a
control without the compound of
interest (i.e., a certified negative
control), and at least one control with
one of the compounds of interest at a
measurable concentration; and

(2) A confirmatory test for a specific
oxidizing adulterant must use a
different analytical method than that
used for the initial test. Each
confirmatory test batch must include an
appropriate calibrator, a control without
the compound of interest (i.e., a
certified negative control), and a control
with the compound of interest at a
measurable concentration.

(e) The requirements for measuring
the nitrite concentration are that the
initial and confirmatory nitrite tests
must have a calibrator at the cutoff
concentration, a control without nitrite
(i.e., certified negative urine), one
control in the range of 200 mcg/mL to
250 mcg/mL, and one control in the
range of 500 mcg/mL to 625 mcg/mL.

Section 11.19 What are the
requirements for an HHS-certified
laboratory to report a test result?

(a) An HHS-certified laboratory must
report a test result directly to the
agency’s MRO within an average of 5
working days after receipt of the
specimen using the Federal CCF and/or
an electronic report. Before any test
result is reported, it must be certified by

a certifying scientist or a certifying
technician, as appropriate.

(b) A primary (Bottle A) specimen is
reported negative when each initial drug
test is negative or it is negative on a
confirmatory drug test and each
specimen validity test result indicates
that the specimen is a valid urine
specimen.

(c) A primary (Bottle A) specimen is
reported positive for a specific drug
when the initial drug test is positive and
the confirmatory drug test is positive in
accordance with Section 3.4.

(d) A primary (Bottle A) specimen is
reported adulterated when:

(1) The pH is less than 3 or equal to
or greater than 11 using either a pH
meter or a colorimetric pH test for the
initial test on the first aliquot and a pH
meter for the confirmatory test on the
second aliquot;

(2) The nitrite concentration is equal
to or greater than 500 mcg/mL using
either a nitrite colorimetric test or a
general oxidant colorimetric test for the
initial test on the first aliquot and a
different confirmatory test (e.g., multi-
wavelength spectrophotometry, ion
chromatography, capillary
electrophoresis) on the second aliquot;

(3) The presence of chromium (VI) is
verified using either a general oxidant
colorimetric test (with an equal to or
greater than 50 mcg/mL chromium (VI)-
equivalent cutoff) or a chromium (VI)
colorimetric test (chromium (VI)
concentration equal to or greater than 50
mcg/mL) for the initial test on the first
aliquot and a different confirmatory
test (e.g., multi-wavelength
spectrophotometry, ion
chromatography, atomic absorption
spectrophotometry, capillary
electrophoresis, inductively coupled
plasma-mass spectrometry) with the
chromium (VI) concentration equal to or
greater than the LOQ of the
confirmatory test on the second aliquot;

(4) The presence of halogen (e.g.,
bleach, iodine, fluoride) is verified
using either a general oxidant
colorimetric test (with an equal to or
greater than 200 mcg/mL nitrite-
equivalent cutoff or an equal to or
greater than 50 mcg/mL chromium (VI)-
equivalent cutoff) or halogen
colorimetric test (halogen concentration
equal to or greater than the LOQ) for the
initial test on the first aliquot and a
different confirmatory test (e.g., multi-
wavelength spectrophotometry, ion
chromatography, inductively coupled
plasma-mass spectrometry) with a
specific halogen concentration equal to
or greater than the LOQ of the
confirmatory test on the second aliquot;

(5) The presence of glutaraldehyde is
verified using either an aldehyde test

(aldehyde present) or the characteristic
immunoassay response on one or more
drug immunoassay tests for the initial
test on the first aliquot and a different
confirmatory method (e.g., GC/MS) for
the confirmatory test with the
glutaraldehyde concentration equal to or
greater than the LOQ of the analysis on
the second aliquot;

(6) The presence of pyridine
(pyridinium chlorochromate) is verified
using either a general oxidant
colorimetric test (with an equal to or
greater than 200 mcg/mL nitrite-
equivalent cutoff or an equal to or
greater than 50 mcg/mL chromium (VI)-
equivalent cutoff) or a chromium (VI)
colorimetric test (chromium (VI)
concentration equal to or greater than 50
mcg/mL) for the initial test on the first
aliquot and a different confirmatory
method (e.g., GC/MS) for the
confirmatory test with the pyridine
concentration equal to or greater than
the LOQ of the analysis on the second
aliquot;

(7) The presence of a surfactant is
verified by using a surfactant
colorimetric test with an equal to or
greater than 100 mcg/mL
dodecylbenzene sulfonate-equivalent
cutoff for the initial test on the first
aliquot and a different confirmatory test
(e.g., multi-wavelength
spectrophotometry) with an equal to or
greater than 100 mcg/mL
dodecylbenzene sulfonate-equivalent
cutoff on the second aliquot; or

(8) The presence of any other
adulterant not specified in paragraphs
d(2) through d(7) of this section is
verified using an initial test on the first
aliquot and a different confirmatory test
on the second aliquot.

(e) A primary (Bottle A) specimen is
reported substituted when the
creatinine concentration is less than 2
mg/dL and the specific gravity is less
than or equal to 1.0010 or equal to or
greater than 1.0200 on both the initial
and confirmatory creatinine tests (i.e.,
the same colorimetric test may be used
to test both aliquots) and on both the
initial and confirmatory specific gravity
tests (i.e., a refractometer is used to test
both aliquots) on two separate aliquots.

(f) A primary (Bottle A) specimen is
reported dilute when the creatinine
concentration is equal to or greater than
2 mg/dL but less than 20 mg/dL and the
specific gravity is greater than 1.0010
but less than 1.0030 on a single aliquot.

(g) For a specimen that has an invalid
result for one of the reasons stated in
items (h)4 through (h)12 below, the
laboratory shall contact the MRO and
both will decide if testing by another
certified laboratory would be useful in
being able to report a positive or
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adulterated result. If no further testing is
necessary, the laboratory then reports
the invalid result to the MRO.

(h) A primary (Bottle A) specimen is
reported as an invalid result when:

(1) Inconsistent creatinine
concentration and specific gravity
results are obtained (i.e., the creatinine
concentration is less than 2 mg/dL on
both the initial and confirmatory
creatinine tests and the specific gravity
is greater than 1.0010 but less than
1.0200 on the initial and/or
confirmatory specific gravity test, the
specific gravity is less than or equal to
1.0010 on both the initial and
confirmatory specific gravity tests and
the creatinine concentration is equal to
or greater than 2 mg/dL on either or
both the initial or confirmatory
creatinine tests);

(2) The pH is equal to or greater than
3 and less than 4.5 or equal to or greater
than 9 and less than 11 using either a
colorimetric pH test or pH meter for the
initial test and a pH meter for the
confirmatory test on two separate
aliquots;

(3) The nitrite concentration is equal
to or greater than 200 mcg/mL using a
nitrite colorimetric test or equal to or
greater than the equivalent of 200 mcg/
mL nitrite using a general oxidant
colorimetric test for both the initial
(first) test and the second test or using
either initial test and the nitrite
concentration is equal to or greater than
200 mcg/mL but less than 500 mcg/mL
for a different confirmatory test (e.g.,
multi-wavelength spectrophotometry,
ion chromatography, capillary
electrophoresis) on two separate
aliquots;

(4) The possible presence of
chromium (VI) is determined using the
same chromium (VI) colorimetric test
with a cutoff equal to or greater than 50
mcg/mL chromium (VI) for both the
initial (first) test and the second test on
two separate aliquots;

(5) The possible presence of a halogen
(e.g., bleach, iodine, fluoride) is
determined using the same halogen
colorimetric test with a cutoff equal to
or greater than the LOQ for both the
initial (first) test and the second test on
two separate aliquots or relying on the
odor of the specimen as the initial test;

(6) The possible presence of
glutaraldehyde is determined by using
the same aldehyde test (aldehyde
present) or characteristic immunoassay
response on one or more drug
immunoassay tests for both the initial
(first) test and the second test on two
separate aliquots;

(7) The possible presence of an
oxidizing adulterant is determined by
using the same general oxidant

colorimetric test (with an equal to or
greater than 200 mcg/mL nitrite-
equivalent cutoff, an equal to or greater
than 50 mcg/mL chromium (VI)-
equivalent cutoff, or a halogen
concentration is equal to or greater than
the LOQ) for both the initial (first) test
and the second test on two separate
aliquots;

(8) The possible presence of a
surfactant is determined by using the
same surfactant colorimetric test with
an equal to or greater than 100 mcg/mL
dodecylbenzene sulfonate-equivalent
cutoff for both the initial (first) test and
the second test on two separate aliquots
or a foam/shake test for the initial test;

(9) Interference occurs on the
immunoassay drug tests on two separate
aliquots (i.e., valid immunoassay drug
test results cannot be obtained);

(10) Interference with the
confirmatory drug test occurs on at least
two separate aliquots of the specimen
and the laboratory is unable to identify
the interfering substance;

(11) The physical appearance of the
specimen is such that testing the
specimen may damage the laboratory’s
instruments; or

(12) The physical appearance of
Bottles A and B are clearly different and
Bottle A tested negative for drugs.

(i) An HHS-certified laboratory shall
reject a primary (Bottle A) urine
specimen for testing when a fatal flaw
occurs as described in Section 15.1 or
when a correctable flaw as described in
Section 15.2 is not recovered. The
laboratory will indicate on the Federal
CCF that the specimen was rejected for
testing and provide the reason for
reporting the rejected for testing result.

(j) An HHS-certified laboratory must
report all positive, adulterated,
substituted, and invalid test results for
a specimen. For example, a specimen
can be positive for a specific drug and
adulterated.

(k) An HHS-certified laboratory must
report the concentration of the drug or
drug metabolite for a positive result.

(1) An HHS-certified laboratory must
report numerical values of the specimen
validity test results that support a
specimen that is reported adulterated,
substituted, or invalid (as appropriate).

(m) When the concentration of an
analyte exceeds the linear range of the
standard curve, an HHS-certified
laboratory may report to the MRO that
the quantitative value exceeds the linear
range of the test, that the quantitative
value is greater than “insert the actual
value for the upper limit of the linear
range,”’ or may report an accurate
quantitative value above the upper limit
of the linear range that was obtained by
diluting an aliquot of the specimen.

(n) An HHS-certified laboratory may
transmit a result to the MRO by various
electronic means (e.g., teleprinter,
facsimile, or computer) in a manner
designed to ensure confidentiality of the
information. A result may not be
reported verbally by telephone. A
laboratory must ensure the security of
the data transmission and limit access to
any data transmission, storage, and
retrieval system.

(o) For all test results, an HHS-
certified laboratory may fax, courier,
mail, or electronically transmit a legible
image or copy of the completed Federal
CCF, and/or forward a computer-
generated electronic report. The
computer-generated report must contain
sufficient information to ensure that the
test result is properly associated with
the custody and control form that the
MRO received from the collector. For
positive, adulterated, substituted, and
invalid results, the laboratory must fax,
courier, mail, or electronically transmit
a legible image or copy of the completed
Federal CCF.

Section 11.20 How long must an HHS-
certified laboratory retain a specimen?

(a) An HHS-certified laboratory must
retain a specimen that was reported
either drug positive, adulterated,
substituted, or as an invalid result for a
minimum of 1 year.

(b) A retained specimen must be kept
in a secured frozen storage (—20 °C or
less) to ensure its availability for any
necessary retesting during an
administrative or judicial proceeding.

(c) Within the 1-year storage period, a
Federal agency may request a laboratory
to retain a specimen for an additional
specified period of time.

Section 11.21 How long must an HHS-
certified laboratory retain records?

(a) An HHS-certified laboratory must
retain all records generated to support
test results for at least 2 years.

(b) A Federal agency may request an
HHS-certified laboratory to maintain a
copy of the documentation package (as
described in Section 11.23 that supports
the chain of custody, testing, and
reporting of a donor’s specimen that is
under legal challenge by a donor. The
Federal agency’s request to the
laboratory must be in writing and must
specify the period of time to maintain
the documentation package.

(c) The laboratory may retain records
other than those included in the
documentation package beyond the
normal 2 year period of time to ensure
that it can fully support the reported test
result.
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Section 11.22 What statistical
summary report must an HHS-certified
laboratory provide?

(a) An HHS-certified laboratory must
provide to each Federal agency for
which testing is conducted a
semiannual statistical summary report
that contains the following information:

(1) Reporting period (inclusive dates);

(2) Laboratory name and address;

(3) Federal agency name;

(4) Total number of specimen results
reported;

(5) Number of specimens collected by
reason for test;

(6) Number of specimens reported
negative and the number reported
negative/dilute;

(7) Number of specimens rejected for
testing because of a fatal flaw and the
number rejected for testing because of
an uncorrected flaw;

(8) Number of specimens reported
positive;

(9) Number of specimens reported
positive for each drug;

(10) Number of specimens reported
adulterated;

(11) Number of specimens reported
substituted; and

(12) Number of specimens reported as
invalid result.

(b) The report must be submitted by
mail, fax, or e-mail within 14 working
days after the end of the semiannual
period. The summary report must not
include any personal identifying
information.

(c) The HHS-certified laboratory must
make available copies of an agency’s test
results when requested by the Secretary
or by the Federal agency for which the
laboratory is performing drug-testing
services.

(d) The HHS-certified laboratory must
make available a qualified individual to
testify in a proceeding against a Federal
employee when that proceeding is based
on a test result reported by the HHS-
certified laboratory.

Section 11.23 What laboratory
information is available to a Federal
employee?

(a) A Federal employee who is the
subject of a drug test may, upon written
request through the MRO and the
Federal agency, have access to any
records relating to his or her drug test,
any records relating to the results of any
relevant certification, review, or
revocation of certification proceedings,
and access to a documentation package.

(b) A standard documentation
package provided by an HHS-certified
laboratory must consist of the following
items:

(1) A cover sheet that provides a brief
description of the drug testing

procedures and specimen validity tests
performed on the donor’s specimen;

(2) A table of contents page that lists
by page number all documents and
materials in the package;

(3) A copy of the Federal CCF with
any attachments, internal chain of
custody records for the specimen,
memoranda (if any) generated by the
laboratory, and a copy of the electronic
report (if any) generated by the
laboratory;

(4) A brief description of the
laboratory’s initial drug and specimen
validity test procedures,
instrumentation, batch quality control
requirements, and copies of the initial
test data for the donor’s specimen with
all calibrators and controls identified
and copies of all internal chain of
custody documents related to the initial
tests;

(5) A brief description of the
laboratory’s confirmatory drug and
specimen validity test procedures,
instrumentation, batch quality control
requirements, and copies of the
confirmatory test data for the donor’s
specimen with all calibrators and
controls identified and copies of all
internal chain of custody documents
related to the confirmatory tests; and

(6) A copy of the resume or
curriculum vitae for the RP(s) and the
certifying scientist that certified the test
result.

Section 11.24 What type of
relationship is prohibited between an
HHS-certified laboratory and an MRO?

A certified laboratory must not enter
into any relationship with a Federal
agency’s MRO that may be construed as
a potential conflict of interest or derive
any financial benefit by having a
Federal agency use a specific MRO.

This means an MRO may be an
employee of the agency or a contractor
for the agency; however, an MRO shall
not be an employee or agent of or have
any financial interest in the laboratory
for which the MRO is reviewing drug
testing results. Additionally, an MRO
shall not derive any financial benefit by
having an agency use a specific drug
testing laboratory or have any agreement
with the laboratory that may be
construed as a potential conflict of
interest.

Section 11.25 What type of
relationship can exist between an HHS-
certified laboratory and an HHS-
certified IITF?

An HHS-certified laboratory can enter
into any relationship with an HHS-
certified IITF.

Subpart L—Instrumented Initial Test
Facility (IITF)

Section 12.1 What must be included in
the HHS-certified IITF’s standard
operating procedure manual?

(a) An HHS-certified IITF must have
a standard operating procedure (SOP)
manual that describes, in detail, all IITF
operations.

(b) The SOP manual must include, but
is not limited to, a detailed description
of the following:

(1) Chain of custody procedures;

(2) Accessioning;

(3) Security;

(4) Quality control/quality assurance
programs;

(5) Analytical methods and
procedures;

(6) Equipment and maintenance
programs;

(7) Personnel training;

(8) Reporting procedures; and

(9) Computers, software, and
laboratory information management
systems.

(c) All procedures in the SOP manual
must be in compliance with these
Guidelines and other guidance
documents.

(d) A copy of all procedures that have
been replaced or revised and the dates
on which they were in effect must be
maintained by the HHS-certified IITF
for two years to allow the IITF to
retrieve the procedures that were used
to test a specimen.

Section 12.2 What are the
responsibilities of the responsible
technician (RT)?

(a) Manage the day-to-day operations
of the IITF even where another
individual has overall responsibility for
an entire multi-specialty facility.

(b) Ensure that there are enough
personnel with adequate training and
experience to supervise and conduct the
work of the IITF. The RT must ensure
the continued competency of IITF
personnel by documenting their in-
service training, reviewing their work
performance, and verifying their skills.

(c) Maintain a complete, current SOP
manual that is available for personnel at
the IITF, and followed by those
personnel. The SOP manual must be
reviewed, signed, and dated by the RT
whenever procedures are first placed
into use or changed or when a new
individual assumes responsibility for
management of the IITF.

(d) Maintain a quality assurance
program to assure the proper
performance and reporting of all test
results; verify and monitor acceptable
analytical performance for all controls
and standards; monitor quality control
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testing; document the validity,
reliability, accuracy, precision, and
performance characteristics of each test
and test system.

(e) Implement all remedial actions
necessary to maintain satisfactory
operation and performance of the IITF
in response to quality control systems
not being within performance
specifications, errors in result reporting
or in analysis of performance testing
samples, and deficiencies identified
during inspections. This individual
must ensure that specimen results are
not reported until all corrective actions
have been taken and he or she can
assure that the results provided are
accurate and reliable.

Section 12.3 What qualifications must
the RT have?

An RT must:

(a) Have at least a bachelor’s degree in
the chemical or biological sciences or
medical technology, or equivalent;

(b) Have training and experience in
the analytical methods and forensic
procedures used by the IITF that are
relevant to the results;

(c) Have training and experience in
reviewing and reporting forensic test
results, maintenance of chain of
custody, recordkeeping, and
understanding proper remedial action in
response to problems that may arise;

(d) Be found to fulfill RT
responsibilities and qualifications upon
interview by HHS-trained inspectors
during each on-site inspection of the
HHS-certified IITF; and

(e) Qualify as a certifying technician.

Section 12.4 What happens when the
RT is absent or leaves an HHS-certified
IITF?

(a) All HHS-certified IITFs must have
an RT and an alternate RT. When an RT
is absent, an alternate RT must be
present and able to maintain the
responsibilities of the RT.

(1) When an HHS-certified IITF is
without the RT and alternate RT for 14
calendar days or less (e.g., vacation,
illness, business trip), the HHS-certified
IITF may continue testing Federal
agency specimens under the direction of
a certifying technician.

(2) The Secretary, in accordance with
these Guidelines, will suspend an IITF’s
certification for all specimens if the IITF
does not have an RT or alternate RT for
a period of more than 14 calendar days.
The suspension will be lifted upon the
Secretary’s approval of a new
permanent RT or alternate RT.

(b) When an RT permanently leaves
an HHS-certified IITF:

(1) The HHS-certified IITF may
maintain its certification and continue

testing Federal agency specimens under
the direction of an alternate RT for a
period of up to 180 days while seeking
to hire and receive the Secretary’s
approval of the new permanent RT.

(2) The Secretary, in accordance with
these Guidelines, will suspend an IITF’s
certification for all specimens if the IITF
does not have a permanent replacement
RT within 180 days. The suspension
will be lifted upon the Secretary’s
approval of the new permanent RT.

(c) To nominate an individual as RT
or alternate RT, the IITF must submit to
the Secretary the candidate’s current
resume or curriculum vitae, copies of
diplomas and any licensures, a training
plan (not to exceed 90 days) to
transition into the RT position, an
itemized defense of the candidate’s
qualifications compared to the
minimum RT qualifications described in
the Guidelines, and arrange to have
official academic transcript(s) submitted
by the candidate’s institution(s) of
higher learning. The candidate must be
found acceptable during an on-site
inspection of the IITF.

(d) The HHS-certified IITF must fulfill
other inspection and PT criteria as
required prior to conducting Federal
agency testing under a new RT.

Section 12.5 What qualifications must
an individual have to certify a result
reported by an HHS-certified IITF?

The certifying technician must have:

(a) Training and experience in the
analytical methods and forensic
procedures used by the IITF that are
relevant to the results that the
individual certifies; and

(b) Training and experience in
reviewing and reporting forensic test
results, maintenance of chain of
custody, and understanding proper
remedial action in response to problems
that may arise.

Section 12.6 What qualifications and
training must other IITF personnel
have?

(a) AL IITF staff (e.g., technicians,
administrative staff) must have the
appropriate training and skills for the
tasks assigned.

(b) Each individual working in an
HHS-certified ITF must be properly
trained (i.e., receive training in each
area of work that the individual will be
performing, including training in
forensic procedures related to their job
duties) before he or she is permitted to
work independently in any area of the
facility with Federal agency specimens
and the training must be documented.

Section 12.7 What security measures
must an HHS-certified II'TF maintain?

(a) An HHS-certified IITF must
control access to the facility and ensure
that no unauthorized individual can
gain access to specimens, aliquots, or
records.

(b) Authorized visitors must be
escorted at all times except for
individuals authorized to conduct
inspections on behalf of Federal, state,
or other accrediting agencies or
emergency personnel (e.g., firefighters
and medical rescue teams).

(c) An HHS-certified IITF must
maintain a record that documents the
dates, time of entry and exit, and
purpose of entry of authorized escorted
visitors accessing secured areas, and
their authorized escorts.

Section 12.8 What are the internal
IITF chain of custody requirements for
a specimen or an aliquot?

(a) An HHS-certified IITF must use
chain of custody procedures to maintain
control and accountability of specimens
from receipt through completion of
testing, reporting of results, during
storage, and continuing until final
disposition of the specimens.

(b) An HHS-certified IITF must use
chain of custody procedures to
document the handling and transfer of
aliquots throughout the testing process
and until final disposal.

(c) The date and purpose must be
documented on an appropriate chain of
custody document each time a specimen
or aliquot is handled or transferred, and
every individual in the chain must be
identified.

(d) Chain of custody must be
maintained and documented by using
either paper copy or electronic
procedures.

(e) Each individual that handles a
specimen or aliquot must sign and
complete the appropriate entries on the
chain of custody document when the
specimen or aliquot is received.

Section 12.9 What are the
requirements for an initial drug test?

(a) An initial drug test must be an
immunoassay test.

(b) An IITF must validate an initial
drug test before using it to test
specimens;

(c) Initial drug test kits must be
approved, cleared, or otherwise
recognized by FDA as accurate and
reliable for the testing of a specimen for
identifying drugs of abuse or their
metabolites.

(d) An IITF may conduct a second
initial drug test using a method with
different specificity, to rule out cross-





71898

Federal Register/Vol. 73, No. 228/ Tuesday, November

25, 2008/ Notices

reacting compounds. This second initial
drug test must satisfy the batch quality
control requirements specified in
Section 12.11.

Section 12.10 What must an HHS-
certified IITF do to validate an initial
drug test?

(a) An HHS-certified IITF must
demonstrate and document for each
initial drug test:

(1) The ability to differentiate positive
and negative specimens;

(2) The performance of the test around
the cutoff concentration, using samples
at several concentrations between 0 and
150 percent of the cutoff concentration;

(3) The effective concentration range
of the test; and

(4) The effect of carryover that may
occur between aliquots.

(b) Each new lot of a drug test reagent
must be verified prior to being placed
into service.

Section 12.11 What are the batch
quality control (QC) requirements when
conducting an initial drug test?

(a) Each batch of specimens must
contain the following QC samples:

(1) At least one control certified to
contain no drug or drug metabolite;

(2) At least one positive control with
the drug or drug metabolite targeted at
25 percent above the cutoff;

(3) At least one control with the drug
or drug metabolite targeted at 75 percent
of the cutoff; and

(4) At least one control that appears
as a donor specimen to the IITF
analysts.

(b) A minimum of 10 percent of the
total specimens and QC samples in each
batch must be QC samples (i.e.,
calibrators or controls).

Section 12.12 What are the analytical
and quality control requirements for
conducting specimen validity tests?

(a) Each specimen validity test result
must be based on a single test on one
aliquot;

(b) Each specimen validity test must
satisfy the QC requirements in Section
12.14; and

(c) Controls must be analyzed
concurrently with specimens.

Section 12.13 What must an HHS-
certified IITF do to validate a specimen
validity test?

An HHS-certified IITF must
demonstrate and document for each
specimen validity test the appropriate
performance characteristics of the test;
and must re-verify the test periodically,
or at least annually.

Section 12.14 What are the
requirements for conducting each
specimen validity test?

(a) The requirements for measuring
creatinine concentration are as follows:

(1) The creatinine concentration must
be measured to one decimal place on
the test;

(2) The creatinine test must have a
calibrator at 2 mg/dL; and

(3) The creatinine test must have a
control in the range of 1.0 mg/dL to 1.5
mg/dL, a control in the range of 3 mg/
dL to 20 mg/dL, and a control in the
range of 21 mg/dL to 25 mg/dL.

(b) The requirements for measuring
specific gravity are as follows:

(1) For specimens with creatinine test
results less than 20 mg/dL and greater
than 5.0 mg/dL, an IITF must perform
a screening test using a refractometer to
identify specific gravity values that are
acceptable (equal to or greater than
1.003) or dilute (equal to or greater than
1.002 and less than 1.003). Specimens
must be forwarded to an HHS-certified
laboratory when the creatinine test
result is equal to or less than 5.0 mg/dL
or when the screening specific gravity
test result is less than 1.002.

(2) The screening specific gravity test
must have the following QC samples:

(i) A calibrator or control at 1.000; and

(ii) One control targeted at 1.002; and

(iii) One control in the range of 1.004
to 1.018.

(c) The requirements for measuring
pH are as follows:

(1) The IITF may perform the pH test
using a pH meter, colorimetric pH test,
dipsticks, or pH paper. Specimens must
be forwarded to an HHS-certified
laboratory when the pH is less than 4.5
or equal to or greater than 9.0.

(2) The pH test must have, at a
minimum, the following QC samples:

(i) One control below 4.5;

(ii) One control between 4.5 and 9.0;

(iii) One control above 9.0; and

(iv) One or more calibrators as
appropriate for the test. For a pH meter:
Calibrators at 4, 7, and 10.

(d) The requirements for measuring
the nitrite concentration are that the
nitrite test must have a calibrator at 200
mcg/mL nitrite, a control without nitrite
(i.e., certified negative urine), one
control in the range of 200 mcg/mL to
250 mcg/mL, and one control in the
range of 500 mcg/mL to 625 mcg/mL.
Specimens with a nitrite concentration
equal to or greater than 200 mcg/mL
must be forwarded to an HHS-certified
laboratory; and,

(e) Requirements for performing
oxidizing adulterant tests are that the
test must include an appropriate
calibrator at the cutoff specified in

Sections 11.19(d)(3), (4), or (6) for the
compound of interest, a control without
the compound of interest (i.e., a
certified negative control), and at least
one control with one of the compounds
of interest at a measurable
concentration. Specimens with an
oxidizing adulterant result equal to or
greater than the cutoff must be
forwarded to an HHS-certified
laboratory.

Section 12.15 What are the
requirements for an HHS-certified IITF
to report a test result?

(a) An HHS-certified IITF must report
a test result directly to the agency’s
MRO within an average of 3 working
days after receipt of the specimen using
the Federal CCF and/or electronic
report. Before any test result is reported,
it must be certified by a certifying
technician.

(b) A primary (Bottle A) specimen is
reported negative when each drug test is
negative and each specimen validity test
result indicates that the specimen is a
valid urine specimen.

(c) A primary (Bottle A) urine
specimen is reported dilute when the
creatinine concentration is greater than
5 mg/dL but less than 20 mg/dL and the
specific gravity is equal to or greater
than 1.002 but less than 1.003.

(d) An HHS-certified IITF shall reject
a urine specimen for testing when a fatal
flaw occurs as described in Section 15.1
or when a correctable flaw as described
in Section 15.2 is not recovered. The
IITF will indicate on the Federal CCF
that the specimen was rejected for
testing and provide the reason for
reporting the rejected for testing result.

(e) An HHS-certified IITF may
transmit a result to the MRO by various
electronic means (e.g., teleprinter,
facsimile, or computer) in a manner
designed to ensure confidentiality of the
information. A result may not be
reported verbally by telephone. An IITF
must ensure the security of the data
transmission and limit access to any
data transmission, storage, and retrieval
system.

(f) For all test results, an HHS-
certified IITF may fax, courier, mail, or
electronically transmit a legible image
or copy of the completed Federal CCF,
and/or forward a computer-generated
electronic report. The computer-
generated report must contain sufficient
information to ensure that the test result
is properly associated with the custody
and control form that the MRO received
from the collector.
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Section 12.16 How does an HHS-
certified IITF handle a specimen that
tested positive, adulterated, substituted,
or invalid at the IITF?

(a) The remaining specimen is
resealed using a tamper-evident label/
seal;

(b) The individual resealing the
remaining specimen initials and dates
the tamper-evident label/seal; and

(c) The resealed specimen and split
specimen and the Federal CCF are
sealed in a leak-proof plastic bag, and
are sent to an HHS-certified laboratory
under chain of custody within one day
after completing the drug and specimen
validity tests.

Section 12.17 How long must an HHS-
certified IITF retain a specimen?

A specimen that is negative, negative/
dilute, or rejected for testing is
discarded.

Section 12.18 How long must an HHS-
certified IITF retain records?

(a) An HHS-certified IITF must retain
all records generated to support test
results for at least 2 years.

(b) A Federal agency may request an
HHS-certified IITF to maintain a copy of
the documentation package (as
described in Section 12.20(b)) that
supports the chain of custody, testing,
and reporting of a donor’s specimen that
is under legal challenge by a donor. The
Federal agency’s request to the IITF
must be in writing and must specify the
period of time to maintain the
documentation package.

(c) The IITF may retain records other
than those included in the
documentation package beyond the
normal 2 year period of time to ensure
that it can fully support the reported test
result.

Section 12.19 What statistical
summary report must an HHS-certified
IITF provide?

(a) An HHS-certified IITF must
provide to each Federal agency for
which testing is conducted a
semiannual statistical summary report
that contains the following information:

(1) Reporting period (inclusive dates);

(2) IITF name and address;

(3) Federal agency name;

(4) Total number of specimens tested;

(5) Number of specimens collected by
reason for test;

(6) Number of specimens reported
negative and the number reported
negative/dilute;

(7) Number of specimens rejected for
testing because of a fatal flaw and the
number rejected for testing because of
an uncorrected flaw;

(8) Number of specimens forwarded to
an HHS-certified laboratory for
additional drug testing and/or specimen
validity testing.

(b) The report must be submitted by
mail, fax, or e-mail within 14 working
days after the end of the semiannual
period.

(c) The HHS-certified IITF must make
available copies of an agency’s test
results when requested by the Secretary
or by the Federal agency for which the
IITF is performing drug-testing services.

(d) The HHS-certified IITF must make
available a qualified individual to testify
in a proceeding against a Federal
employee when that proceeding is based
on a test result reported by the HHS-
certified IITF.

Section 12.20 What IITF information
is available to a Federal employee?

(a) A Federal employee who is the
subject of a drug test may, upon written
request through the MRO and the
Federal agency, have access to any
records relating to his or her drug test,
any records relating to the results of any
relevant certification, review, or
revocation of certification proceedings,
and access to a documentation package.

(b) A standard documentation
package provided by an HHS-certified
IITF must contain the following items:

(1) A cover sheet that provides a brief
description of the drug testing
procedures and specimen validity tests
performed on the donor’s specimen;

(2) A table of contents page that lists
by page number all documents and
materials in the package;

(3) A copy of the Federal CCF with
any attachments, copies of all internal
chain of custody records for the
specimen, memoranda (if any) generated
by the IITF, and a copy of the electronic
report (if any) generated by the IITF;

(4) A brief description of the IITF’s
drug and specimen validity test
procedures, instrumentation, batch QC
requirements;

(5) Copies of all test data for the
donor’s specimen with all calibrators
and controls identified and copies of all
internal chain of custody documents
related to the tests; and

(6) Copies of the resume or
curriculum vitae for the responsible
technician and for the certifying
technician that certified the test result.

Section 12.21 What type of
relationship is prohibited between an
HHS-certified IITF and an MRO?

An HHS-certified IITF must not enter
into any relationship with a Federal
agency’s MRO that may be construed as
a potential conflict of interest or derive

any financial benefit by having a
Federal agency use a specific MRO.

This means an MRO may be an
employee of the agency or a contractor
for the agency; however, an MRO shall
not be an employee or agent of or have
any financial interest in an HHS-
certified IITF for which the MRO is
reviewing drug testing results.
Additionally, an MRO shall not derive
any financial benefit by having an
agency use a specific HHS-certified IITF
or have any agreement with an HHS-
certified IITF that may be construed as
a potential conflict of interest.

Section 12.22 What type of
relationship can exist between an HHS-
certified IITF and an HHS-certified
laboratory?

An HHS-certified IITF can freely enter
into any relationship with an HHS-
certified laboratory.

Subpart M—Medical Review Officer
(MRO)

Section 13.1 Who may serve as an
MRO?

(a) A licensed physician who has:

(1) Either a Doctor of Medicine (M.D.)
or Doctor of Osteopathy (D.O.) degree;

(2) Knowledge regarding the
pharmacology and toxicology of illicit
drugs;

(3) The training necessary to serve as
an MRO as set out in Section 13.2; and

(4) Satisfactorily passed an
examination administered by a
nationally recognized entity that
certifies MROs or subspecialty board for
physicians performing a review of
Federal employee drug test results,
which has been approved by the
Secretary.

(b) Nationally recognized entities that
certify MROs or subspecialty boards for
physicians performing a review of
Federal employee drug test results that
seek approval by the Secretary must
submit their qualifications and a sample
examination. Based on an annual
objective review of the qualifications
and content of the examination, the
Secretary shall annually publish a list in
the Federal Register of those entities
and boards that have been approved.

Section 13.2 What are the training
requirements before a physician can
serve as an MRO?

A physician must receive training that
includes a thorough review of:

(a) The collection procedures used to
collect Federal agency specimens;

(b) How to interpret test results
reported by laboratories;

(c) Chain of custody, reporting, and
recordkeeping requirements for Federal
agency specimens;
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(d) The HHS Mandatory Guidelines
for Federal Workplace Drug Testing
Programs; and

(e) Procedures for interpretation,
review, and reporting of results
specified by any Federal agency for
which the individual may serve as
MRO.

Section 13.3 What are the
responsibilities of an MRO?

(a) The MRO must review all positive,
adulterated, substituted, rejected for
testing, and invalid test results. Staff
under the direct, personal supervision
of the MRO may review and report
negative and negative/dilute test results
to the agency’s designated
representative. The MRO must review at
least 5 percent of all negative results
reported by the MRO staff to ensure that
the MRO staff are properly performing
the review process

(b) The MRO must discuss potential
invalid results with the laboratory as
addressed in Section 11.19(g), to
determine whether testing at another
certified laboratory may be warranted.

(c) After receiving a report from an
HHS-certified laboratory or HHS-
certified IITF, the MRO must:

(1) Review the information on the
MRO copy of the Federal CCF that was
received from the collector and the
report received from the HHS-certified
laboratory or HHS-certified IITF;

(2) Interview the donor when
required;

(3) Make a determination regarding
the test result;

(4) Report the verified result to the
Federal agency;

(5) Maintain the records (for a
minimum of 2 years) and the
confidentiality of the information;

(6) Review all positive, adulterated,
substituted, and invalid test results
before the result is transmitted to the
agency’s designated representative; and

(d) The MRO must conduct a medical
evaluation when a collector reports that
the donor was unable to provide a urine
specimen, as addressed in Section 13.5.

Section 13.4 What must an MRO do
when reviewing a test result?

(a) When an HHS-certified laboratory
or HHS-certified IITF reports a negative
result on the primary (Bottle A)
specimen, the MRO reports a negative
result to the agency.

(b) When an HHS-certified laboratory
or HHS-certified IITF reports a negative/
dilute result on the primary (Bottle A)
urine specimen, the MRO reports a
negative/dilute result to the agency and
directs the agency to immediately
collect another specimen from the
donor.

(c) When an HHS-certified laboratory
reports a positive result on the primary
(Bottle A) urine specimen, the MRO
contacts the donor to determine if there
is any legitimate medical explanation
for the positive result.

(1) If the donor provides a legitimate
medical explanation for the positive
result, the MRO reports the test result as
negative to the agency. If a laboratory
also reports that the specimen is dilute,
the MRO reports a negative/dilute result
to the agency and directs the agency to
immediately collect another specimen
from the donor.

(2) If the donor is unable to provide
a legitimate medical explanation, the
MRO reports a positive result to the
agency. If a laboratory also reports that
the specimen is dilute, the MRO may
choose not to report the dilute result.

(d) When an HHS-certified laboratory
reports a positive result for opiates on
the primary (Bottle A) urine specimen,
the MRO must determine that there is
clinical evidence in addition to the
urine test result of illegal use of any
opium, opiate, or opium derivative (e.g.,
morphine/codeine) listed in Schedule I
or II of the Controlled Substances Act.
However, this requirement does not
apply if the laboratory confirms the
presence of 6-acetylmorphine (i.e., the
presence of this metabolite is proof of
heroin use) or the morphine or codeine
concentration is equal to or greater than
15,000 ng/mL and the donor does not
present a legitimate medical explanation
for the presence of morphine or codeine
at or above this concentration.
Consumption of food products must not
be considered a legitimate medical
explanation for the donor having
morphine or codeine at or above this
concentration.

(e) When an HHS-certified laboratory
reports an adulterated or substituted
result on the primary (Bottle A) urine
specimen, the MRO contacts the donor
to determine if the donor has a
legitimate medical explanation for the
adulterated or substituted result.

(1) If the donor provides a medical
explanation that is legitimate, the MRO
reports a negative result to the Federal
agency.

(2) If the donor is unable to provide
a legitimate medical explanation, the
MRO reports a refusal to test to the
Federal agency because the specimen
was adulterated or substituted.

(f) When an HHS-certified laboratory
reports an invalid result on the primary
(Bottle A) urine specimen, the MRO
contacts the donor to determine if there
is a legitimate medical explanation for
the invalid result. In the case of an
invalid result based on pH of 9.0 to 9.5,
when an employee has no other medical

explanation for the pH in this range, the
MRO must consider whether there is
evidence of elapsed time and high
temperature that could account for the
pH value. The MRO may contact the
collection site, IITF, and/or laboratory to
discuss time and temperature issues
(e.g., time elapsed from collection to
receipt at the testing facility, likely
temperature conditions between the
time of the collection and transportation
to the testing facility, specimen storage
conditions).

(i) If the donor provides a medical
explanation that appears to be legitimate
(e.g., a valid prescription medication) or
if the MRO determines that time and
temperature account for the pH in the
9.0-9.5 range, the MRO reports a test
cancelled result with the reason for the
invalid result and informs the Federal
agency that a recollection is not
required because there is an acceptable
explanation for the invalid result.

(ii) If the donor is unable to provide
an acceptable medical explanation or if
the MRO determines that time and
temperature fail to account for the pH in
the 9.0-9.5 range, the MRO reports a test
cancelled result with the reason for the
invalid result and directs the Federal
agency to immediately collect another
specimen from the donor using a direct
observed collection.

(g) When an HHS-certified laboratory
or HHS-certified IITF reports a rejected
for testing result on the primary (Bottle
A) urine specimen, the MRO reports a
test cancelled result to the agency and
directs the agency to immediately
collect another specimen from the
donor.

Section 13.5 What action does the
MRO take when the collector reports
that the donor did not provide a
sufficient amount of urine for a drug
test?

(a) For purposes of this section, a
medical condition includes an
ascertainable physiological condition
(e.g., a urinary system dysfunction) or a
medically documented pre-existing
psychological disorder, but does not
include unsupported assertions of
“situational anxiety” or dehydration.
Permanent or long-term medical
conditions are those physiological,
anatomic, or psychological
abnormalities documented as being
present prior to the attempted
collection, and considered not amenable
to correction or cure for an extended
period of time, if ever. Examples would
include destruction (any cause) of the
glomerular filtration system leading to
renal failure; unrepaired traumatic
disruption of the urinary tract; or a
severe psychiatric disorder focused on
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genitor-urinary matters. Acute or
temporary medical conditions, such as
cystitis, urethritis or prostatitis, though
they might interfere with collection for
a limited period of time, cannot receive
the same exceptional consideration as
the permanent or long-term conditions
discussed in the previous sentence.

(b) When the collector reports that the
donor did not provide a sufficient
amount of urine, the MRO consults with
the Federal agency. The Federal agency
immediately directs the donor to obtain,
within five days, an evaluation from a
licensed physician, acceptable to the
MRO, who has expertise in the medical
issues raised by the donor’s failure to
provide a specimen. (The MRO may
perform this evaluation if the MRO has
appropriate expertise.)

(1) As the MRO, if another physician
will perform the evaluation, you must
provide the other physician with the
following information and instructions:

(i) That the donor was required to take
a federally regulated drug test, but was
unable to provide a sufficient amount of
urine to complete the test;

(ii) The consequences of the
appropriate Federal agency regulation
for refusing to take the required drug
test;

(iii) That the referral physician must
agree to follow the requirements of
paragraphs (c) through (e) of this
section.

(c) As the referral physician
conducting this evaluation, you must
recommend that the MRO make one of
the following determinations:

(1) A medical condition as defined in
paragraph (a) of this section has, or with
a high degree of probability could have,
precluded the employee from providing
a sufficient amount of urine. As the
MRO, if you accept this
recommendation, you must report a test
cancelled result to the Federal agency.

(2) There is not an adequate basis for
determining that a medical condition
has, or with a high degree of probability
could have, precluded the employee
from providing a sufficient amount of
urine. As the MRO, if you accept this
recommendation, you must report a
refusal to test to the Federal agency.

(d) As the referral physician making
the evaluation, after completing your
evaluation, you must provide a written
statement of your recommendations and
the basis for them to the MRO. You
must not include in this statement
detailed information on the employee’s
medical condition beyond what is
necessary to explain your conclusion.

(e) If, as the referral physician making
this evaluation, you determine that the
employee’s medical condition is a
serious and permanent or long-term

disability (as defined in paragraph a of
this section) that is highly likely to
prevent the employee from providing a
sufficient amount of urine for a very
long or indefinite period of time, you
must set forth your determination and
the reasons for it in your written
statement to the MRO. As the MRO,
upon receiving such a report, you must
follow the requirements of Section 13.6,
where applicable.

(f) As the MRO, you must seriously
consider and assess the referral
physician’s recommendations in making
your determination about whether the
employee has a medical condition that
has, or with a high degree of probability
could have, precluded the employee
from providing a sufficient amount of
urine. You must report your
determination to the Federal agency in
writing as soon as you make it.

(g) When a Federal agency receives a
report from the MRO indicating that a
test is cancelled as provided in
paragraph (c)(1) of this section, the
agency takes no further action with
respect to the donor. The donor remains
in the random testing pool.

Section 13.6 What happens when an
individual is unable to provide a
sufficient amount of urine for a Federal
agency applicant/pre-employment test,
a follow-up test, or a return-to-duty test
because of a permanent or long-term
medical condition?

(a) This section concerns a situation
in which the donor has a medical
condition that precludes him or her
from providing a sufficient specimen for
a Federal agency applicant/pre-
employment test, a follow-up test, or a
return-to-duty test; and the condition
involves a permanent or long-term
disability (as defined in paragraph (a) of
Section 13.5). As the MRO in this
situation, you must do the following:

(1) You must determine if there is
clinical evidence that the individual is
an illicit drug user. You must make this
determination by personally
conducting, or causing to be conducted,
a medical evaluation and through
consultation with the donor’s physician
and/or the physician who conducted the
evaluation under Section 13.5.

(2) If you do not personally conduct
the medical evaluation, you must ensure
that one is conducted by a licensed
physician acceptable to you.

({)) If the mefical evaluation reveals
no clinical evidence of drug use, as the
MRO, you must report the result to the
Federal agency as a negative test with
written notations regarding results of
both the evaluation conducted under
Section 13.5 and any further medical
examination. This report must state the

basis for the determination that a
permanent or long-term medical
condition exists, making provision of a
sufficient urine specimen impossible,
and for the determination that no signs
and symptoms of drug use exist.

(c) If the medical evaluation reveals
clinical evidence of drug use, as the
MRO, you must report the result to the
Federal agency as a cancelled test with
written notations regarding results of
both the evaluation conducted under
Section 13.5 and any further medical
examination. This report must state that
a permanent or long-term medical
condition (as defined in Section 13.5(a)
exists, making provision of a sufficient
urine specimen impossible, and state
the reason for the determination that
signs and symptoms of drug use exist.
Because this is a cancelled test, it does
not serve the purposes of a negative test
(e.g., the Federal agency is not
authorized to allow the donor to begin
or resume performing official functions,
because a negative test is needed for that
purpose).

Section 13.7 Who may request a test of
a split specimen?

(a) For a positive, adulterated, or
substituted result reported on a primary
(Bottle A) specimen, a donor may
request through the MRO that the split
(Bottle B) specimen be tested by a
second HHS-certified laboratory to
verify the result reported by the first
laboratory.

(b) The donor has 72 hours (from the
time the MRO notified the donor that
his or her specimen was reported
positive, adulterated, or substituted) to
request a test of the split (Bottle B)
specimen. The MRO must inform the
donor that he or she has the opportunity
to request a test of the split (Bottle B)
specimen when the MRO informs the
donor that a positive, adulterated, or
substituted result is being reported to
the Federal agency on the primary
(Bottle A) specimen.

Section 13.8 How does an MRO report
a primary (Bottle A) specimen test
result to an agency?

(a) The MRO must report all verified
results to an agency by faxing a
completed MRO copy of the Federal
CCF, transmitting a scanned image of
the completed MRO copy of the Federal
CCF, or faxing a separate report using a
letter/memorandum format.

(b) A verified result may not be
reported to the agency until the MRO
has completed the review process.

(c) The MRO must send a paper copy
of either the completed MRO copy of
the Federal CCF or the separate letter/
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memorandum report for all positive,
adulterated, and substituted results.

(d) The MRO must not disclose
numerical values of drug test results to
the agency.

Section 13.9 What type of relationship
is prohibited between an MRO and an
HHS-certified laboratory or an HHS-
certified IITF?

An MRO must not be an employee,
agent of, or have any financial interest
in an HHS-certified laboratory or an
HHS-certified IITF for which the MRO
is reviewing drug test results.

This means an MRO must not derive
any financial benefit by having an
agency use a specific HHS-certified
laboratory or HHS-certified IITF, or have
any agreement with the HHS-certified
laboratory or the HHS-certified IITF that
may be construed as a potential conflict
of interest.

Subpart N—Split Specimen Tests

Section 14.1 When may a split
specimen be tested?

(a) A donor has the opportunity to
request through the MRO that the split
(Bottle B) specimen be tested at a
different (i.e., second) HHS-certified
laboratory when the primary (Bottle A)
specimen was determined by the MRO
to be positive, adulterated, or
substituted.

(b) A donor has 72 hours to initiate
the request after being informed of the
result by the MRO. The MRO must
document in his or her records the
verbal request from the donor to have
the split (Bottle B) specimen tested.

(c) If the split (Bottle B) specimen
cannot be tested by a second laboratory
(e.g., insufficient specimen, lost in
transit, split not available, no second
laboratory available to perform the test),
the MRO reports to the Federal agency
and the donor that the test must be
cancelled and the reason for the
cancellation. The MRO directs the
Federal agency to ensure the immediate
recollection of another specimen from
the donor under direct observation, with
no notice given to the donor of this
collection requirement until
immediately before the collection.

(d) If a donor chooses not to have the
split (Bottle B) specimen tested by a
second laboratory, a Federal agency may
have a split (Bottle B) specimen retested
as part of a legal or administrative
proceeding to defend an original
positive, adulterated, or substituted
result.

Section 14.2 How does an HHS-
certified laboratory test a split (Bottle
B) specimen when the primary (Bottle
A) specimen was reported positive?

(a) The testing of a split (Bottle B)
specimen for a drug or metabolite is not
subject to the testing cutoff
concentrations established.

(b) The laboratory is only required to
confirm the presence of the drug or
metabolite that was reported positive in
the primary (Bottle A) specimen.

(c) If the second laboratory fails to
reconfirm the presence of the drug or
drug metabolite that was reported by the
first laboratory, the second laboratory
must conduct specimen validity tests in
an attempt to determine the reason for
being unable to reconfirm the presence
of the drug or drug metabolite. The
second laboratory should conduct the
same specimen validity tests as it would
conduct on a primary (Bottle A)
specimen and reports those results to
the MRO.

Section 14.3 How does an HHS-
certified laboratory test a split (Bottle
B) specimen when the primary (Bottle
A) specimen was reported adulterated?

(a) A laboratory must use one of the
following criteria to reconfirm an
adulterated result when testing a split
(Bottle B) specimen:

(1) pH must be measured using the
laboratory’s confirmatory pH test with
the appropriate cutoff (i.e., either less
than 3 or equal to or greater than 11);

(2) Nitrite must be measured using the
laboratory’s confirmatory nitrite test
with a cutoff concentration of equal to
or greater than 500 mcg/mL;

(3) Surfactant must be measured using
the laboratory’s confirmatory surfactant
test with a cutoff concentration of equal
to or greater than 100 mcg/mL
dodecylbenzene sulfonate-equivalent
cutoff; or

(4) For adulterants without a specified
cutoff (e.g., glutaraldehyde, chromium
(VI), pyridine, halogens (such as, bleach,
iodine), peroxidase, peroxide, other
oxidizing agents), the laboratory must
use its confirmatory specimen validity
test at an established limit of
quantitation (LOQ) to reconfirm the
presence of the adulterant.

(b) The second laboratory may only
conduct the confirmatory specimen
validity test(s) needed to reconfirm the
adulterated result reported by the first
laboratory.

Section 14.4 How does an HHS-
certified laboratory test a split (Bottle
B) specimen when the primary (Bottle
A) specimen was reported substituted?

(a) A laboratory must use the
following criteria to reconfirm a

substituted result when testing a split
(Bottle B) specimen:

(1) The creatinine must be measured
using the laboratory’s confirmatory
creatinine test with a cutoff
concentration of less than 2 mg/dL; and

(2) The specific gravity must be
measured using the laboratory’s
confirmatory specific gravity test with
the specified cutoffs of less than or
equal to 1.0010 or equal to or greater
than 1.0200.

(b) The second laboratory may only
conduct the confirmatory specimen
validity test(s) needed to reconfirm the
substituted result reported by the first
laboratory.

Section 14.5 Who receives the split
specimen result?

The second HHS-certified laboratory
must transmit the result directly to the
MRO.

Section 14.6 What action(s) does an
MRO take after receiving the split
(Bottle B) specimen result from the
second HHS-certified laboratory?

The MRO takes the following actions
when the second laboratory reports the
result for the split urine specimen as:

(a) Reconfirmed the drug(s),
adulteration, and/or substitution result.
The MRO reports reconfirmed to the
agency.

(b) Failed to reconfirm a single or all
drug positive results and adulterated. If
the donor provides a legitimate medical
explanation for the adulteration result,
the MRO reports a failed to reconfirm
(specify drug(s)) and cancels both tests.
If there is no legitimate medical
explanation, the MRO reports a failed to
reconfirm (specify drug(s)) and a refusal
to test to the agency and indicates the
adulterant that is present in the urine
specimen. The MRO gives the donor 72
hours to request that Laboratory A retest
the primary (Bottle A) specimen for the
adulterant. If Laboratory A reconfirms
the adulterant, the MRO reports refusal
to test and indicates the adulterant
present. If Laboratory A fails to
reconfirm the adulterant, the MRO
cancels both tests and directs the agency
to immediately collect another
specimen using a direct observed
collection procedure. The MRO shall
notify the appropriate regulatory office
about the failed to reconfirm and
cancelled test.

(c) Failed to reconfirm a single or all
drug positive results and substituted. If
the donor provides a legitimate medical
explanation for the substituted result,
the MRO reports a failed to reconfirm
(specify drug(s)) and cancels both tests.
If there is no legitimate medical
explanation, the MRO reports a failed to
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reconfirm (specify drug(s)) and a refusal
to test (substituted) to the agency. The
MRO gives the donor 72 hours to
request Laboratory A to review the
creatinine and specific gravity results
for the primary (Bottle A) specimen. If
the original creatinine and specific
gravity results confirm that the
specimen was substituted, the MRO
reports a refusal to test (substituted) to
the agency. If the original creatinine and
specific gravity results from Laboratory
A fail to confirm that the specimen was
substituted, the MRO cancels both tests
and directs the agency to immediately
collect another specimen using a direct
observed collection procedure. The
MRO shall notify the HHS office
responsible for coordination of the drug-
free workplace program about the failed
to reconfirm and cancelled test.

(d) Failed to reconfirm a single or all
drug positive results and not
adulterated or substituted. The MRO
reports to the agency a failed to
reconfirm result (specify drug(s)),
cancels both tests, and notifies the HHS
office responsible for coordination of
the drug-free workplace program.

(e) Failed to reconfirm a single or all
drug positive results and invalid result.
The MRO reports to the agency a failed
to reconfirm result (specify drug(s) and
gives the reason for the invalid result),
cancels both tests, directs the agency to
immediately collect another specimen
using a direct observed collection
procedure, and notifies the HHS office
responsible for coordination of the drug-
free workplace program.

(f) Failed to reconfirm one or more
drugs, reconfirmed one or more drugs,
and adulterated. The MRO reports to
the agency a reconfirmed result (specify
drug(s)) and a failed to reconfirm result
(specify drug(s)). The MRO tells the
agency that it may take action based on
the reconfirmed drug(s) although
Laboratory B failed to reconfirm one or
more drugs and found that the specimen
was adulterated. The MRO shall notify
the HHS office official responsible for
coordination of the drug-free workplace
program regarding the test results for the
specimen.

(g) Failed to reconfirm one or more
drugs, reconfirmed one or more drugs,
and substituted. The MRO reports to the
agency a reconfirmed result (specify
drug(s)) and a failed to reconfirm result
(specify drug(s)). The MRO tells the
agency that it may take action based on
the reconfirmed drug(s) although
Laboratory B failed to reconfirm one or
more drugs and found that the specimen
was substituted. The MRO shall notify
the HHS office responsible for
coordination of the drug-free workplace

program regarding the test results for the
specimen.

(h) Failed to reconfirm one or more
drugs, reconfirmed one or more drugs,
and not adulterated or substituted. The
MRO reports a reconfirmed result
(specify drug(s)) and a failed to
reconfirm result (specify drug(s)). The
MRO tells the agency that it may take
action based on the reconfirmed drug(s)
although Laboratory B failed to
reconfirm one or more drugs. The MRO
shall notify the HHS office responsible
for coordination of the drug-free
workplace program regarding the test
results for the specimen.

(i) Failed to reconfirm one or more
drugs, reconfirmed one or more drugs,
and invalid result. The MRO reports to
the agency a reconfirmed result (specify
drug(s)) and a failed to reconfirm result
(specify drug(s)). The MRO tells the
agency that it may take action based on
the reconfirmed drug(s) although
Laboratory B failed to reconfirm one or
more drugs and reported an invalid
result. The MRO shall notify the HHS
office responsible for coordination of
the drug-free workplace program
regarding the test results for the
specimen.

(j) Failed to reconfirm substitution or
adulteration. The MRO reports to the
agency a failed to reconfirm result
(specify adulterant or not substituted)
and cancels both tests. The MRO shall
notify the HHS office responsible for
coordination of the drug-free workplace
program regarding the test results for the
specimen.

(k) Failed to reconfirm a single or all
drug positive results and reconfirmed an
adulterated or substituted result. The
MRO reports to the agency a
reconfirmed result (adulterated or
substituted) and a failed to reconfirm
result (specify drug(s)). The MRO tells
the agency that it may take action based
on the reconfirmed result (adulterated
or substituted) although Laboratory B
failed to reconfirm the drug(s) result.

(1) Failed to reconfirm a single or all
drug positive results and failed to
reconfirm the adulterated or substituted
result. The MRO reports to the agency
a failed to reconfirm result (specify
drug(s) and specify adulterant or
substituted) and cancels both tests. The
MRO shall notify the HHS office
responsible for coordination of the drug-
free workplace program regarding the
test results for the specimen.

(m) Failed to reconfirm at least one
drug and reconfirmed the adulterated
result. The MRO reports to the agency
a reconfirmed result (specify drug(s) and
adulterated) and a failed to reconfirm
result (specify drug(s)). The MRO tells
the agency that it may take action based

on the reconfirmed drug(s) and the
adulterated result although Laboratory B
failed to reconfirm one or more drugs.

(n) Failed to reconfirm at least one
drug and failed to reconfirm the
adulterated result. The MRO reports to
the agency a reconfirmed result (specify
drug(s)) and a failed to reconfirm result
(specify drug(s) and specify adulterant).
The MRO tells the agency that it may
take action based on the reconfirmed
drug(s) although Laboratory B failed to
reconfirm one or more drugs and failed
to reconfirm the adulterated result.

(0) Failed to reconfirm an adulterated
result and failed to reconfirm a
substituted result. The MRO reports to
the agency a failed to reconfirm result
((specify adulterant) and not
substituted) and cancels both tests. The
MRO shall notify the HHS office
responsible for coordination of the drug-
free workplace program regarding the
test results for the specimen.

(p) Failed to reconfirm an adulterated
result and reconfirmed a substituted
result. The MRO reports to the agency
a reconfirmed result (substituted) and a
failed to reconfirm result (specify
adulterant). The MRO tells the agency
that it may take action based on the
substituted result although Laboratory B
failed to reconfirm the adulterated
result.

(q) Failed to reconfirm a substituted
result and reconfirmed an adulterated
result. The MRO reports to the agency
a reconfirmed result (adulterated) and a
failed to reconfirm result (not
substituted). The MRO tells the agency
that it may take action based on the
adulterated result although Laboratory B
failed to reconfirm the substituted
result.

Section 14.7 How does an MRO report
a split (Bottle B) specimen test result to
an agency?

(a) The MRO must report all verified
results to an agency by faxing a
completed MRO copy of the Federal
CCF, transmitting a scanned image of
the completed MRO copy of the Federal
CCF, or faxing a separate report using a
letter/memorandum format.

(b) A verified result may not be
reported to the agency until the MRO
has completed the review process.

(c) The MRO must send a paper copy
of either the completed MRO copy of
the Federal CCF or the separate letter/
memorandum report for all positive,
adulterated, and substituted results.

(d) The MRO must not disclose the
numerical values of the drug test results
to the agency.





71904

Federal Register/Vol. 73, No. 228/ Tuesday, November

25, 2008/ Notices

Section 14.8 How long must an HHS-
certified laboratory retain a split (Bottle
B) specimen?

A split (Bottle B) specimen is retained
for the same period of time that a
primary (Bottle A) specimen is retained
and under the same storage conditions.
This applies even for those cases when
the split (Bottle B) specimen is tested by
a second laboratory and the second
laboratory does not confirm the original
result reported by the first laboratory on
the primary (Bottle A) specimen.

Subpart O—Criteria for Rejecting a
Specimen for Testing

Section 15.1 What discrepancies
require an HHS-certified laboratory or
an HHS-certified IITF to report a
specimen as rejected for testing?

The following discrepancies are
considered to be fatal flaws. The
laboratory or IITF must stop the testing
process, reject the specimen for testing,
and indicate the reason for rejecting the
specimen on the Federal CCF when:

(a) The specimen ID number on the
specimen label/seal does not match the
ID number on the Federal CCF, or the
ID number is missing either on the
Federal CCF or on the specimen label/
seal;

(b) The specimen label/seal is broken
or shows evidence of tampering on the
primary (Bottle A) specimen and the
split (Bottle B) specimen cannot be re-
designated as the primary (Bottle A)
specimen;

(c) The collector’s printed name and
signature are omitted on the Federal
CCF; or

(d) There is an insufficient amount of
specimen for analysis in the primary
(Bottle A) specimen unless the split
(Bottle B) specimen can be re-designated
as the primary (Bottle A) specimen.

Section 15.2 What discrepancies
require an HHS-certified laboratory or
an HHS-certified IITF to report a
specimen as rejected for testing unless
the discrepancy is corrected?

The following discrepancies are
considered to be correctable:

(a) If a collector failed to sign the
Federal CCF, the HHS-certified
laboratory or IITF must attempt to
recover the collector’s signature before
reporting the test result. If the collector
can provide a memorandum for record
recovering the signature, the laboratory
or IITF may report the test result for the
specimen. If after 5 business days the
laboratory or IITF cannot recover the
collector’s signature, the laboratory or
IITF must report a rejected for testing
result and indicate the reason for the

rejected for testing result on the Federal
CCF.

(b) If a specimen is submitted using a
non-Federal form or an expired Federal
CCF, the laboratory or IITF must test the
specimen and also attempt to obtain a
memorandum for record explaining why
a non-Federal form or an expired
Federal CCF was used and ensure that
the form used contains all the required
information. If after 5 business days the
laboratory or IITF cannot obtain a
memorandum for record from the
collector, the laboratory or IITF must
report a rejected for testing result and
indicate the reason for the rejected for
testing result on the report to the MRO.

Section 15.3 What discrepancies are
not sufficient to require an HHS-
certified laboratory or an HHS-certified
IITF to reject a specimen for testing or
an MRO to cancel a test?

(a) The following omissions and
discrepancies on the Federal CCF that
are received by the laboratory or IITF
are considered insignificant and should
not cause a laboratory or IITF to reject
a specimen or cause an MRO to cancel
a test:

(1) An incorrect laboratory name and
address appears at the top of the form;

(2) Incomplete/incorrect/unreadable
employer name or address;

(3) MRO name is missing;

(4) Incomplete/incorrect MRO
address;

(5) A transposition of numbers in the
donor’s SSN;

(6) A phone number is missing/
incorrect;

(7) A fax number is missing/incorrect;

(8) A “reason for test” box is not
marked;

(9) A “drug tests to be performed’” box
is not marked;

(10) A “specimen collection” box is
not marked;

(11) The “observed” box is not
marked (if applicable);

(12) The collection site address is
missing;

(13) The collector’s printed name is
missing but the collector’s signature is
properly recorded;

(14) The time of collection is not
indicated;

(15) The date of collection is not
indicated;

(16) Incorrect name of delivery
service;

(17) The collector has changed or
corrected information by crossing out
the original information on either the
Federal CCF or specimen label/seal
without dating and initialing the
change; or

(18) The donor’s name inadvertently
appears on the laboratory copy of the

Federal CCF or on the tamper-evident
labels used to seal the specimens.

(19) The collector failed to check the
specimen temperature box and the
“Remarks” line did not have a comment
regarding the temperature being out of
range. If after 5 business days the
collector cannot provide a
memorandum for record to attest to the
fact that he or she did measure the
specimen temperature, the laboratory or
IITF may report the test result for the
specimen but indicates that the collector
could not provide a memorandum to
recover the omission.

(b) The following omissions and
discrepancies on the Federal CCF that
are made at the laboratory or IITF are
considered insignificant and should not
cause an MRO to cancel a test:

(1) The testing laboratory or IITF fails
to indicate the correct name and address
in the results section when a different
laboratory or IITF name and address is
printed at the top of the Federal CCF;

(2) The accessioner fails to print his
or her name;

(3) The certifying scientist or
certifying technician fails to print his or
her name;

(4) The certifying scientist or
certifying technician accidentally
initials the Federal CCF rather than
signing for a specimen reported as
rejected for testing;

(5) The accessioner fails to mark one
of the “primary (Bottle A) specimen
bottle seal intact” boxes, but the
laboratory or IITF reported a ‘‘rejected
for testing” result with an appropriate
comment on the “Remarks” line.

(c) The above omissions and
discrepancies are considered
insignificant only when they occur no
more than once a month. The
expectation is that each trained collector
and HHS-certified laboratory or IITF
will make every effort to ensure that the
Federal CCF is properly completed and
that all the information is correct. When
an error occurs more than once a month,
the MRO must direct the collector,
laboratory, or IITF (whichever is
responsible for the error) to immediately
take corrective action to prevent the
recurrence of the error.

Section 15.4 What discrepancies may
require an MRO to cancel a test?

(a) An MRO must attempt to correct
the following errors:

(1) The donor’s signature is missing
on the MRO copy of the Federal CCF
and the collector failed to provide a
comment that the donor refused to sign
the form;

(2) The certifying scientist failed to
sign the paper copy (Copy 1) of the
Federal CCF for a specimen being
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reported drug positive, adulterated,
substituted, or invalid result; or

(3) The electronic report provided by
the HHS-certified laboratory or HHS-
certified IITF does not contain all the
data elements required for the HHS
standard electronic laboratory or IITF
report for a specimen being reported
drug positive, adulterated, substituted,
invalid result, or rejected for testing test
result.

(b) If error (a)(1) occurs, the MRO
must contact the collector to obtain a
statement to verify that the donor
refused to sign the MRO copy. If after 5
business days the collector cannot
provide such a statement, the MRO
must cancel the test.

(c) If error (a)(2) occurs, the MRO
must obtain a statement from the
certifying scientist that he or she
inadvertently forgot to sign the Federal
CCF, but did, in fact, properly conduct
the certification review. If after 5
business days the MRO cannot get a
statement from the certifying scientist,
the MRO must cancel the test.

(d) If error (a)(3) occurs, the MRO
must contact the HHS-certified
laboratory or HHS-certified IITF. If after
5 business days the laboratory or IITF
does not retransmit a corrected
electronic report, the MRO must cancel
the test.

Subpart P—Laboratory or lITF
Suspension/Revocation Procedures

Section 16.1 When may an HHS-
certified laboratory or IITF be
suspended?

These procedures apply when:

(a) The Secretary has notified an HHS-
certified laboratory or IITF in writing
that its certification to perform drug
testing under these Guidelines has been
suspended or that the Secretary
proposes to revoke such certification.

(b) The HHS-certified laboratory or
IITF has, within 30 days of the date of
such notification or within 3 days of the
date of such notification when seeking
an expedited review of a suspension,
requested in writing an opportunity for
an informal review of the suspension or
proposed revocation.

Section 16.2 What definitions are used
for this subpart?

Appellant. Means the HHS-certified
laboratory or IITF which has been
notified of its suspension or proposed
revocation of its certification to perform
drug and/or specimen validity testing
and has requested an informal review
thereof.

Respondent. Means the person or
persons designated by the Secretary in
implementing these Guidelines.

Reviewing Official. Means the person
or persons designated by the Secretary
who will review the suspension or
proposed revocation. The reviewing
official may be assisted by one or more
of his or her employees or consultants
in assessing and weighing the scientific
and technical evidence and other
information submitted by the appellant
and respondent on the reasons for the
suspension and proposed revocation.

Section 16.3 Are there any limitations
on issues subject to review?

The scope of review shall be limited
to the facts relevant to any suspension
or proposed revocation, the necessary
interpretations of those facts, the
Mandatory Guidelines for Federal
Workplace Drug Testing Programs, and
other relevant law. The legal validity of
these Guidelines shall not be subject to
review under these procedures.

Section 16.4 Who represents the
parties?

The appellant’s request for review
shall specify the name, address, and
phone number of the appellant’s
representative. In its first written
submission to the reviewing official, the
respondent shall specify the name,
address, and phone number of the
respondent’s representative.

Section 16.5 When must a request for
informal review be submitted?

(a) Within 30 days of the date of the
notice of the suspension or proposed
revocation, the appellant must submit a
written request to the reviewing official
seeking review, unless some other time
period is agreed to by the parties. A
copy must also be sent to the
respondent. The request for review must
include a copy of the notice of
suspension or proposed revocation, a
brief statement of why the decision to
suspend or propose revocation is wrong,
and the appellant’s request for an oral
presentation, if desired.

(b) Within 5 days after receiving the
request for review, the reviewing official
will send an acknowledgment and
advise the appellant of the next steps.
The reviewing official will also send a
copy of the acknowledgment to the
respondent.

Section 16.6 What is an abeyance
agreement?

Upon mutual agreement of the parties
to hold these procedures in abeyance,
the reviewing official will stay these
procedures for a reasonable time while
the laboratory or IITF attempts to regain
compliance with the Guidelines or the
parties otherwise attempt to settle the
dispute. As part of an abeyance

agreement, the parties can agree to
extend the time period for requesting
review of the suspension or proposed
revocation. If abeyance begins after a
request for review has been filed, the
appellant shall notify the reviewing
official at the end of the abeyance
period advising whether the dispute has
been resolved. If the dispute has been
resolved, the request for review will be
dismissed. If the dispute has not been
resolved, the review procedures will
begin at the point at which they were
interrupted by the abeyance agreement
with such modifications to the
procedures as the reviewing official
deems appropriate.

Section 16.7 What procedure is used
to prepare the review file and written
argument?

The appellant and the respondent
each participate in developing the file
for the reviewing official and in
submitting written arguments. The
procedures for development of the
review file and submission of written
argument are:

(a) Appellant’s Documents and Brief.
Within 15 days after receiving the
acknowledgment of the request for
review, the appellant shall submit to the
reviewing official the following (with a
copy to the respondent):

(1) A review file containing the
documents supporting appellant’s
argument, tabbed and organized
chronologically, and accompanied by an
index identifying each document. Only
essential documents should be
submitted to the reviewing official.

(2) A written statement, not to exceed
20 double-spaced pages, explaining why
respondent’s decision to suspend or
propose revocation of appellant’s
certification is wrong (appellant’s brief).

(b) Respondent’s Documents and
Brief. Within 15 days after receiving a
copy of the acknowledgment of the
request for review, the respondent shall
submit to the reviewing official the
following (with a copy to the appellant):

(1) A review file containing
documents supporting respondent’s
decision to suspend or revoke
appellant’s certification to perform drug
and/or specimen validity testing, tabbed
and organized chronologically, and
accompanied by an index identifying
each document. Only essential
documents should be submitted to the
reviewing official.

(2) A written statement, not exceeding
20 double-spaced pages in length,
explaining the basis for suspension or
proposed revocation (respondent’s
brief).

(c) Reply Briefs. Within 5 days after
receiving the opposing party’s
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submission, or 20 days after receiving
acknowledgment of the request for
review, whichever is later, each party
may submit a short reply not to exceed
10 double-spaced pages.

(d) Cooperative Efforts. Whenever
feasible, the parties should attempt to
develop a joint review file.

(e) Excessive Documentation. The
reviewing official may take any
appropriate step to reduce excessive
documentation, including the return of
or refusal to consider documentation
found to be irrelevant, redundant, or
unnecessary.

Section 16.8 When is there an
opportunity for oral presentation?

(a) Electing Oral Presentation. If an
opportunity for an oral presentation is
desired, the appellant shall request it at
the time it submits its written request
for review to the reviewing official. The
reviewing official will grant the request
if the official determines that the
decision-making process will be
substantially aided by oral presentations
and arguments. The reviewing official
may also provide for an oral
presentation at the official’s own
initiative or at the request of the
respondent.

(E) Presiding Official. The reviewing
official or designee will be the presiding
official responsible for conducting the
oral presentation.

(c) Preliminary Conference. The
presiding official may hold a prehearing
conference (usually a telephone
conference call) to consider any of the
following: simplifying and clarifying
issues; stipulations and admissions;
limitations on evidence and witnesses
that will be presented at the hearing;
time allotted for each witness and the
hearing altogether; scheduling the
hearing; and any other matter that will
assist in the review process. Normally,
this conference will be conducted
informally and off the record; however,
the presiding official may, at his or her
discretion, produce a written document
summarizing the conference or
transcribe the conference, either of
which will be made a part of the record.

(d) Time and Place of Oral
Presentation. The presiding official will
attempt to schedule the oral
presentation within 30 days of the date
appellant’s request for review is
received or within 10 days of
submission of the last reply brief,
whichever is later. The oral presentation
will be held at a time and place
determined by the presiding official
following consultation with the parties.

(e) Conduct of the Oral Presentation.

(1) General. The presiding official is
responsible for conducting the oral

presentation. The presiding official may
be assisted by one or more of his or her
employees or consultants in conducting
the oral presentation and reviewing the
evidence. While the oral presentation
will be kept as informal as possible, the
presiding official may take all necessary
steps to ensure an orderly proceeding.

(2) Burden of Proof/Standard of Proof.
In all cases, the respondent bears the
burden of proving by a preponderance
of the evidence that its decision to
suspend or propose revocation is
appropriate. The appellant, however,
has a responsibility to respond to the
respondent’s allegations with evidence
and argument to show that the
respondent is wrong.

(3) Admission of Evidence. The
Federal Rules of Evidence do not apply
and the presiding official will generally
admit all testimonial evidence unless it
is clearly irrelevant, immaterial, or
unduly repetitious. Each party may
make an opening and closing statement,
may present witnesses as agreed upon
in the prehearing conference or
otherwise, and may question the
opposing party’s witnesses. Since the
parties have ample opportunity to
prepare the review file, a party may
introduce additional documentation
during the oral presentation only with
the permission of the presiding official.
The presiding official may question
witnesses directly and take such other
steps necessary to ensure an effective
and efficient consideration of the
evidence, including setting time
limitations on direct and cross-
examinations.

(4) Motions. The presiding official
may rule on motions including, for
example, motions to exclude or strike
redundant or immaterial evidence,
motions to dismiss the case for
insufficient evidence, or motions for
summary judgment. Except for those
made during the hearing, all motions
and opposition to motions, including
argument, must be in writing and be no
more than 10 double-spaced pages in
length. The presiding official will set a
reasonable time for the party opposing
the motion to reply.

(5) Transcripts. The presiding official
shall have the oral presentation
transcribed and the transcript shall be
made a part of the record. Either party
may request a copy of the transcript and
the requesting party shall be responsible
for paying for its copy of the transcript.

(f) Obstruction of Justice or Making of
False Statements. Obstruction of justice
or the making of false statements by a
witness or any other person may be the
basis for a criminal prosecution under
18 U.S.C. 1505 or 1001.

(g) Post-hearing Procedures. At his or
her discretion, the presiding official
may require or permit the parties to
submit post-hearing briefs or proposed
findings and conclusions. Each party
may submit comments on any major
prejudicial errors in the transcript.

Section 16.9 Are there expedited
procedures for review of immediate
suspension?

(a) Applicability. When the Secretary
notifies a laboratory or IITF in writing
that its certification to perform drug and
specimen validity testing has been
immediately suspended, the appellant
may request an expedited review of the
suspension and any proposed
revocation. The appellant must submit
this request in writing to the reviewing
official within 3 days of the date the
laboratory or IITF received notice of the
suspension. The request for review must
include a copy of the suspension and
any proposed revocation, a brief
statement of why the decision to
suspend and propose revocation is
wrong, and the appellant’s request for
an oral presentation, if desired. A copy
of the request for review must also be
sent to the respondent.

(b) Reviewing Official’s Response. As
soon as practicable after the request for
review is received, the reviewing official
will send an acknowledgment with a
copy to the respondent.

(c) Review File and Briefs. Within 7
days of the date the request for review
is received, but no later than 2 days
before an oral presentation, each party
shall submit to the reviewing official the
following:

(1) A review file containing essential
documents relevant to the review,
tabbed, indexed, and organized
chronologically; and

(2) A written statement, not to exceed
20 double-spaced pages, explaining the
party’s position concerning the
suspension and any proposed
revocation. No reply brief is permitted.

(d) Oral Presentation. If an oral
presentation is requested by the
appellant or otherwise granted by the
reviewing official, the presiding official
will attempt to schedule the oral
presentation within 7-10 days of the
date of appellant’s request for review at
a time and place determined by the
presiding official following consultation
with the parties. The presiding official
may hold a prehearing conference in
accordance with Section 16.8(c) and
will conduct the oral presentation in
accordance with the procedures of
Sections 16.8(e), (f), and (g).

(e) Written Decision. The reviewing
official shall issue a written decision
upholding or denying the suspension or
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proposed revocation and will attempt to
issue the decision within 7-10 days of
the date of the oral presentation or
within 3 days of the date on which the
transcript is received or the date of the
last submission by either party,
whichever is later. All other provisions
set forth in Section 16.14 will apply.

(f) Transmission of Written
Communications. Because of the
importance of timeliness for these
expedited procedures, all written
communications between the parties
and between either party and the
reviewing official shall be by facsimile,
secured electronic transmissions, or
overnight mail.

Section 16.10 Are any types of
communications prohibited?

Except for routine administrative and
procedural matters, a party shall not
communicate with the reviewing or
presiding official without notice to the
other party.

Section 16.11 How are
communications transmitted by the
reviewing official?

(a) Because of the importance of a
timely review, the reviewing official
should normally transmit written
communications to either party by
facsimile, secured electronic
transmissions, or overnight mail in
which case the date of transmission or
day following mailing will be
considered the date of receipt. In the
case of communications sent by regular
mail, the date of receipt will be
considered 3 days after the date of
mailing.

(b) In counting days, include
Saturdays, Sundays, and Federal
holidays. However, if a due date falls on
a Saturday, Sunday, or Federal holiday,
then the due date is the next Federal
working day.

Section 16.12 What are the authority
and responsibilities of the reviewing
official?

In addition to any other authority
specified in these procedures, the
reviewing official and the presiding
official, with respect to those authorities
involving the oral presentation, shall
have the authority to issue orders;
examine witnesses; take all steps
necessary for the conduct of an orderly
hearing; rule on requests and motions;
grant extensions of time for good
reasons; dismiss for failure to meet
deadlines or other requirements; order
the parties to submit relevant
information or witnesses; remand a case
for further action by the respondent;
waive or modify these procedures in a
specific case, usually with notice to the
parties; reconsider a decision of the
reviewing official where a party
promptly alleges a clear error of fact or
law; and to take any other action
necessary to resolve disputes in
accordance with the objectives of these
procedures.

Section 16.13 What administrative
records are maintained?

The administrative record of review
consists of the review file; other
submissions by the parties; transcripts
or other records of any meetings,
conference calls, or oral presentation;
evidence submitted at the oral
presentation; and orders and other
documents issued by the reviewing and
presiding officials.

Section 16.14 What are the
requirements for a written decision?

(a) Issuance of Decision. The
reviewing official shall issue a written
decision upholding or denying the
suspension or proposed revocation. The
decision will set forth the reasons for

the decision and describe the basis
therefore in the record. Furthermore, the
reviewing official may remand the
matter to the respondent for such
further action as the reviewing official
deems appropriate.

(b) Date of Decision. The reviewing
official will attempt to issue his or her
decision within 15 days of the date of
the oral presentation, the date on which
the transcript is received, or the date of
the last submission by either party,
whichever is later. If there is no oral
presentation, the decision will normally
be issued within 15 days of the date of
receipt of the last reply brief. Once
issued, the reviewing official will
immediately communicate the decision
to each party.

(c) Public Notice. If the suspension
and proposed revocation are upheld, the
revocation will become effective
immediately and the public will be
notified by publication of a notice in the
Federal Register. If the suspension and
proposed revocation are denied, the
revocation will not take effect and the
suspension will be lifted immediately.
Public notice will be given by
publication in the Federal Register.

Section 16.15 Is there a review of the
final administrative action?

Before any legal action is filed in
court challenging the suspension or
proposed revocation, respondent shall
exhaust administrative remedies
provided under this subpart, unless
otherwise provided by Federal law. The
reviewing official’s decision, under
Section 16.9(e) or 16.14(a), constitutes
final agency action and is ripe for
judicial review as of the date of the
decision.

[FR Doc. E8—26726 Filed 11-24-08; 8:45 am]|
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Chapter 1. The Medical Review Officer (MRO)

The final review of results is an essential component of any drug testing program. A positive
laboratory test result does not automatically identify an employee or job applicant as an illegal
drug user, nor does a laboratory result of invalid, substituted, or adulterated automatically
identify specimen tampering. An individual with a detailed knowledge of possible alternative
medical explanations must interpret non-negative results in the context of information obtained
from the donor interview. HHS requires the Medical Review Officer (MRO) to fulfill this
important function.

The HHS Mandatory Guidelines define an MRO as a licensed physician holding either a Doctor
of Medicine (M.D.) or Doctor of Osteopathy (D.O.) degree who has:

e Knowledge about and clinical experience in controlled substance abuse disorders,

¢ Detailed knowledge of alternative medical explanations for laboratory positive drug test
results,

o Knowledge about issues relating to adulterated and substituted specimens, and

o Knowledge about possible medical causes for specimens reported as having an invalid
result.

MRO training programs are available from various professional organizations to ensure that
MROs are familiar with current regulations and receive the latest information on interpreting test
results. Although HHS does not require formal certification for MROs at the present time,
training courses have served a very important role in providing continuing education for MROs.

The MRO serves as the common point of contact between all parties involved in a drug test
(i.e., the donor, the collector, the laboratory, and the Federal agency’s designated
representative). The MRO may be an employee or a contractor for a Federal agency; however,
the following restrictions apply:

e The MRO must not be an employee or agent of or have any financial interest in the
laboratory for which the MRO is reviewing drug testing results, and

¢ The MRO must not derive any financial benefit by having an agency use a specific drug
testing laboratory or have any agreement with the laboratory that may be construed as a
potential conflict of interest.

The purpose of these prohibitions is to prevent any arrangement between a laboratory and an
MRO that would prevent the MRO from reporting a problem identified with a laboratory’s test
results or testing procedures.
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The MRO has the following responsibilities:

o Determine that the information on the Federal Drug Testing Custody and Control Form
(Federal CCF) is correct and complete,

Interview the donor when required,

Make a determination regarding the drug test results,

Report the result to the Federal agency, and
¢ Maintain records and confidentiality of the information.

HHS recommends that each MRO use the guidance contained in this manual to ensure
consistency and to improve the overall quality of the review process.

The following professional organizations offer courses and information for licensed physicians
who are interested in the MRO specialty:

American College of Occupational and Environmental Medicine (ACOEM)
1114 North Arlington Heights Road

Arlington Heights, IL 60004-4770

Telephone: 847- 818-1800

Fax: 847-818-9266

http://www.acoem.org/

American Society of Addiction Medicine (ASAM)
4601 North Park Avenue, Upper Arcade #101
Chevy Chase, MD 20815

Telephone: 301- 656-3920

Fax: 301-656-3815

http://www.asam.org/

American Association of Medical Review Officers (AAMRO)
P.O.Box 12873

Research Triangle Park, NC 27709

Telephone: 1-800-489-1839

Fax: 919-490-1010

http://www.aamro.com/

Note: The listing of these organizations is not an endorsement by the Federal government.



http://www.acoem.org/

http://www.asam.org/

http://www.aamro.com/
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Chapter 2. The Federal Drug Testing Custody and Control Form

Federal agencies are required to use the Office of Management and Budget (OMB) approved
Federal CCF for their agency workplace drug testing programs.

The following employers are prohibited from using the Federal CCF:
e Private-sector companies
e States
o Department of Justice programs
e Non-DOT testing conducted by DOT-regulated employers

The Federal CCF is usually provided by the laboratory that will test the specimen and is also
available from other sources (e.g., forms suppliers, collectors, MROs).

A sample of the Federal CCF is on the SAMHSA website at http://workplace.samhsa.gov. All
discussions in this manual refer to this version of the Federal CCF (OMB Number 0930-0158).

The Federal CCF consists of 5 copies that are distributed by the collector as follows:

Copy 1 - Laboratory Copy — sent to the laboratory with the specimen bottle(s)

Copy 2 - MRO Copy — sent to the MRO

Copy 3 - Collector Copy - retained by the collector

Copy 4 - Employer Copy — sent to the Federal agency

Copy 5 - Donor Copy — given to the donor when the collection process is complete
Each Federal CCF is printed with a unique specimen identification number. The Federal CCF
includes labels with the same ID number that the collector places on the specimen bottle(s) to
link the specimen to information on the CCF. Information that is pre-printed or written on the

Federal CCF includes:

¢ Name, address, and contact information for the collection site, collector, Federal
agency/employer, MRO, and testing laboratory,

e Donor identifying information,

e Reason for test, and
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o Test(s) to be performed.
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The collector initiates the chain of custody documentation for the specimen using the Federal
CCF. The term “chain of custody” refers to documentation of all handling of a specimen. Chain
of custody documents provide evidence that the specimen was secure and its integrity was
maintained from the time of collection to its final disposition.

The Federal CCF is sealed and shipped with the specimen bottle(s) to the laboratory. The
laboratory staff member who receives and processes the specimen for testing (i.e., the
accessioner) verifies the information that is on the bottle(s) and on the Federal CCF and signs
the Federal CCF. Thereafter, laboratory staff members document the chain of custody of the
specimen and all aliquots taken for testing using internal laboratory forms.

The laboratory must be in a secure facility, with access limited to authorized personnel.
Individual areas within the laboratory (e.g., receiving/accessioning area, testing areas, sample
preparation area, specimen storage areas) are usually separately secured, to limit access to
staff with job duties in the area. All visitors to secured areas must be escorted and their access
must be documented.

Certified laboratories must ensure the security and integrity of regulated specimens, and follow
strict chain of custody procedures to provide a forensically acceptable record of the specimen’s
handling. This requires that all specimens be kept in secured storage or in the line of sight
custody of an authorized individual, with appropriate chain of custody entries (i.e., signature,
date, and action/purpose of each custody transfer) made at the time of actions. In addition,
laboratories are required to maintain the confidentiality of donor information by restricting
access to records of regulated specimens.

When a specimen’s testing is complete, the certifying scientist at the laboratory reviews all data
and associated documentation for the specimen including the Federal CCF. The certifying
scientist annotates the specimen’s results by marking the appropriate boxes on the Federal
CCF, and including any additional comments concerning the specimen’s testing or processing
on the “Remarks” line. By signing the certification statement on the Federal CCF, this individual
attests that the specimen was handled and tested in accordance with Federal requirements.

For non-negative results, the laboratory must send the laboratory copy of the Federal CCF
(Copy 1) or a legible image of Copy 1 to the MRO. The laboratory is allowed to send a
computer-generated report in addition to the Federal CCF.

e The copy of the Federal CCF (Copy 1) will be marked with one or more of the following
non-negative results:

o0 Positive for one or more drugs,
0 Adulterated (with the adulterant or pH value recorded on the “Remarks” line),

o Substituted (with the creatinine and specific gravity values recorded on the
“‘Remarks” line), or
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0 ‘“Invalid result” (with the reason for the invalid result recorded on the “Remarks”
line).

e These are separate results. For example, “invalid result” does not refer to the
drug(s)/drug metabolite(s) marked positive. The MRO should contact the laboratory if
there is any confusion about the reported results.

For negative results, the laboratory is allowed to report the results using a computer-generated
report (i.e., the completed Federal CCF is retained by the laboratory).

Chapter 3. Urine Drug Testing

A Federal agency may collect urine specimens using either a single specimen collection
procedure or a split specimen collection procedure. The collector prepares a split specimen by
pouring the urine from the collection container into two bottles, which are then labeled as the A
Bottle and the B Bottle. All specimens (including all aliquots taken from the original specimens)
are handled using strict chain of custody procedures to provide a clear record of each
specimen’s handling from the time it was collected until final disposition by the laboratory.

HHS-certified laboratories may routinely only test Federal agency specimens for amphetamines,
marijuana, cocaine, opiates, and phencyclidine. However, testing for an additional drug may
occur for one of the following reasons:

e There is reasonable suspicion/cause or a post-accident incident for which testing for
another drug listed in Schedule | or Il of the Controlled Substances Act is justified (see
Section B, Drug Information, below); or

o A Federal agency was granted a waiver by the Secretary of HHS to routinely test its
employees for another drug or drug class.

For any circumstance where testing for an additional drug is justified or authorized, the Federal
agency must prepare a memorandum explaining why the specimen is being tested for the
additional drug. The memorandum is given to the collector and the collector then marks the
“Other” box in Step 1 on the Federal CCF and specifies the name of the drug(s) to be tested.
The memorandum from the Federal agency is attached to the Federal CCF when the urine
specimen is transferred to the laboratory. If the memorandum is not provided to the laboratory,
the laboratory must not test for the additional drug noted on the Federal CCF.

For forensic as well as scientific acceptability, laboratories are required to perform initial and
confirmatory tests on a specimen to support a non-negative result. Initial drug and specimen
validity tests are performed on all specimens. Those specimens that have negative initial drug
test results and acceptable initial specimen validity test results are reported as negative.
Specimens that are presumptive drug positive, substituted, or adulterated are subjected to
confirmatory testing using a different test method that is usually more specific than the initial
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test.

The donor is given the opportunity to request a retest when his or her specimen is reported as
positive, substituted, or adulterated. The retest (i.e., an aliquot of the single specimen collection
or Bottle B of a split specimen collection) is performed at a second certified laboratory.

If the donor chooses not to request specimen retesting, a Federal agency may have a single or
split specimen retested as part of a legal or administrative proceeding to defend an original
positive, adulterated, or substituted result.

Laboratories are required to maintain the following specimens in a secure frozen storage area
for at least one year after reporting the result:

Drug positive specimens

Substituted specimens

Adulterated specimens

Invalid specimens

Split specimens (B Bottles) of the primary specimens listed above

Any specimens or specimen aliquots received from another laboratory for retesting

A Federal agency may request the laboratory to retain a specimen for a longer period (e.g.,
specimens under legal challenge).

Laboratories may discard rejected specimens after reporting them as rejected to the MRO.
A. Test Methods

An MRO is not required to be as technically knowledgeable of the analytical procedures and
data as a laboratory certifying scientist. However, the MRO must know what tests were used to
generate the specimen results that he or she reviews and should understand the general
scientific principles of the technologies.

Certified laboratories are required to use immunoassay for initial drug tests and to use gas
chromatography/mass spectrometry (GC/MS) for confirmatory drug tests.

Immunoassay
Immunoassays are immunochemical testing methods that use antigen activity to identify drug

analytes. Antibodies to the drug analyte (i.e., the antigen) are produced. A known amount of
the antibody is added to a specimen along with drug that has been labeled with an enzyme or
radioactive label. The drug in the specimen competes with the labeled drug for the antibody, to
form an antigen-antibody complex. Various methods are used to measure the amount of drug
present in the specimen. Immunoassays are used as initial drug tests, the preliminary test to
identify presumptive positive specimens. The method is not specific enough to use as a
confirmatory test. For example, many structurally similar drugs may cross-react with an
immunoassay reagent, giving a positive result. Specimens that are positive by immunoassay
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are tested using GC/MS as a confirmatory test, to specifically identify and quantitate the drug or
drug metabolite.

10





HHS MRO Manual for Federal Agency Workplace Drug Testing Programs Effective Date: 11/1/2004

Table 1 provides brief descriptions of common immunoassays used for drugs of abuse.

Gas Chromatography/Mass Spectrometry (GC/MS)

Gas chromatography is a chromatographic technique for separating and analyzing mixtures of
chemical substances in a gas or vapor mobile phase by adsorption on a stationary phase.
GC/MS is a combined technique coupling a mass spectrometer (MS) with a GC instrument.
Urine specimens must undergo a specimen preparation process (i.e., extraction) prior to GC/MS
analysis. After the GC has separated the analytes in a specimen, the specimen enters the MS,
which identifies and quantitates the separated analytes. The MS creates charged particles
(ions) and separates them according to their mass-to-charge (m/z) ratios. The ions form unique
mass spectra, which are used to identify analytes.

While the Guidelines do not specify the methods to be used for initial and confirmatory
specimen validity tests, laboratories are required to use a pH meter for the initial and
confirmatory pH tests and a refractometer measuring to at least four decimal places for the
initial and confirmatory specific gravity tests. Laboratories must use appropriate, validated
methods for all specimen validity tests.

Table 2 provides brief descriptions of some methods that may be used for specimen validity
tests.

B. Drug Information

The Federal Government classifies controlled substances under 5 schedules established under
the Controlled Substances Act (CSA):

Schedule I:
e The drug or other substance has a high potential for abuse.
e The drug or other substance has no currently accepted medical use in treatment in the
United States.
o There is a lack of accepted safety for use of the drug or other substance under medical
supervision.

Schedule I
e The drug or other substance has a high potential for abuse.
e The drug or other substance has a currently accepted medical use in treatment in the
United States or a currently accepted medical use with severe restrictions.
o Abuse of the drug or other substances may lead to severe psychological or physical
dependence.

Schedule I
e The drug or other substance has a potential for abuse less than the drugs or other
substances in schedules | and Il.

e The drug or other substance has a currently accepted medical use in treatment in the
United States.
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o Abuse of the drug or other substance may lead to moderate or low physical
dependence or high psychological dependence.

Schedule 1V:
o The drug or other substance has a low potential for abuse relative to the drugs or other
substances in schedule .
e The drug or other substance has a currently accepted medical use in treatment in the
United States.
¢ Abuse of the drug or other substance may lead to limited physical dependence or
psychological dependence relative to the drugs or other substances in schedule 1.

Schedule V:
e The drug or other substance has a low potential for abuse relative to the drugs or other
substances in schedule V.
e The drug or other substance has a currently accepted medical use in treatment in the
United States.
¢ Abuse of the drug or other substance may lead to limited physical dependence or
psychological dependence relative to the drugs or other substances in schedule V.

The President’s Executive Order 12564 defines “illegal drugs” as those under Schedule | or
Schedule Il. The U.S. Drug Enforcement Administration (DEA) enforces the provisions of the
CSA.

Cannabinoids (Marijuana)
1. Background

Cannabinoid-containing compounds come from the hemp plant, Cannabis sativa. The principal
psychoactive agent in cannabinoids is delta-9-tetrahydrocannabinol (THC). Certified
laboratories are required to use confirmatory testing for cannabinoids that specifically identifies
delta-9-THC.

Cannabinoid-containing compounds are found in two forms, marijuana and hashish. Marijuana
is a mixture of crushed leaves, flowers, and sometimes the stems of the cannabis plant.
Hashish contains the dried resinous secretions of the cannabis plant and, in general, has a
higher concentration of THC than marijuana.

Marijuana is a Schedule | drug. Medical marijuana is a controversial issue, and there has been
some scientific evidence that smoked marijuana is beneficial for patients with debilitating
symptoms such as unmanageable pain and vomiting. However, use of marijuana is not an
acceptable alternative medical explanation for a positive confirmed drug test result in federally-
regulated drug testing programs.

Dronabinol is chemically synthesized delta-9-tetrahydrocannabinol (THC). Itis the sole

pharmaceutical source of THC and is available as Marinol® (Roxane Laboratories). The drug
has psychoactive effects that may present safety issues.
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Nabilone (Cesamet®) is a synthetic cannabinoid available in Europe. This drug does not
metabolize to delta-9-THC. Therefore, the use of Nabilone is not an acceptable medical
explanation for a positive confirmed drug test.

Cannabinoids produce a pleasant euphoria or "high” and a sense of relaxation and well-being
that is commonly followed by drowsiness. The initial psychoactive effects of smoking THC
occur within minutes, reach a peak within 10-30 minutes and may persist for 2-4 hours.
Intoxication temporarily impairs concentration, learning, and perceptual-motor skills. Reduced
functional ability lasts for at least 4-8 hours after a dose of marijuana. Psychomotor
performance may be impaired long after the acute subjective effects have ended. In one study,
experienced pilots demonstrated impaired performance in a flight simulator for 24 hours after a
dose, long after the subjective "high" had disappeared®. Functional impairment is not well
understood in cases of prolonged, heavy marijuana use, because behavioral and physiological
tolerance develops.

In addition to tolerance, a mild abstinence syndrome may follow abrupt termination of very high
dose, chronic marijuana use. Withdrawal signs include irritability, sleep disturbance, diminished
appetite, gastrointestinal distress, salivation, sweating, and tremors. Marijuana abstinence
syndromes are uncommon when used at the doses usually taken in this country.

Routes of administration:

e Marijuana — smoking (preferred), and oral (i.e., eating)
e Hashish — smoking (preferred), and oral (i.e., eating)

2. Metabolism and Excretion

Cannabinoids are usually smoked. Trans-pulmonary absorption occurs quickly and causes a
direct psychoactive response in the brain. Cannabinoids are sometimes eaten because the
drug also is absorbed through the gastrointestinal tract; however, gastro-intestinal absorption
occurs much more slowly. THC is distributed into different parts of the body where it is
metabolized, excreted, or stored. The THC that is stored in fatty tissue gradually reenters the
blood stream at very low levels, permitting metabolism and eventual excretion. THC is
metabolized extensively in the liver and the major metabolite is 11-nor-A°-tetrahydrocannabinol
-9-carboxylic acid (delta-9 THCA).

The immunoassay procedures detect multiple metabolites of marijuana, while the GC/MS
procedures specifically identify and quantitate delta-9 THCA. To be reported positive under the
HHS Guidelines, a specimen must test positive at or above the 50 ng/mL cutoff for the initial test
and have a concentration of delta-9 THCA that is equal to or greater than the 15 ng/mL
confirmatory cutoff level. Infrequent marijuana use may cause positive initial test results for 1-5
days?. With repeated smoking, THC accumulates in fatty tissue. Chronic smokers slowly
release THC over a longer time and may continue to produce detectable levels of drug for
longer periods of time.
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Cocaine
1. Background

Cocaine is an alkaloid from the coca plant that is usually sold as cocaine hydrochloride, a fine,
white crystalline powder. "Freebasing" is a method used to chemically alter cocaine
hydrochloride to remove the hydrochloride salt. “Crack” is one form of free base cocaine that
has become popular in recent years. It is sold as small lumps or shavings and is the product of
a manufacturing process that uses sodium bicarbonate or ammonia rather than a flammable
solvent. Because it survives high temperatures, crack is smoked, resulting in absorption into
the bloodstream that is as rapid as injection. Cocaine is metabolized within hours of
administration and; therefore, the Federal drug testing program requires analysis for cocaine as
its major metabolite benzoylecgonine.

Cocaine has only a limited legal use in the United States as a topical anesthetic in ear, nose,
and throat surgery. It is a widely used drug of abuse and is classified as a Schedule Il drug.

Cocaine produces psychomotor and autonomic stimulation with a euphoric subjective "high."
Larger doses may induce mental confusion or paranoid delusions. Serious overdoses cause
seizures, respiratory depression, cardiac arrhythmias, and death.

Short-term tolerance (tachyphylaxis) develops when several doses of cocaine are administered
over a brief period. Among chronic users, the stimulant effect may seem progressively weaker,
and exhaustion, lethargy, and mental depression appear. Cocaine abusers often report
vocational impairment due to exhaustion even though they do not use the drug at work.

Patients withdrawing from cocaine experience moderate lethargy and drowsiness, severe
headaches, hyperphagia, vivid dreams, and some mental depression. These symptoms usually
subside within a few days to a few weeks.

Routes of administration:

e Intranasal (i.e., snorting) is the most common
¢ Smoking the "freebase" or "crack" form of the drug
e Intravenous injection

2. Metabolism and Excretion

Cocaine is rapidly and extensively metabolized by liver and plasma enzymes to its major
metabolite benzoylecgonine. Benzoylecgonine is more persistent and can usually be detected
for up to 2 days after a single dose. Cocaine and benzoylecgonine are not significantly stored
in the body. Therefore, even after heavy, chronic use, urine specimens will be negative when
collected a few days after last use.
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Opiates
1. Background

The term “opiate” specifically refers to natural alkaloids extracted from the opium poppy. The
term “opioid” refers to synthetic opiates and opiate-like drugs in addition to the naturally
occurring opiates. Opioids are classified as narcotics. The Federal agency drug testing
program’s focus is on illicit use of morphine, codeine, and heroin:

e Morphine — is the most abundant naturally occurring opiate and is considered the
prototype of the opioid class of drugs. Morphine is available as a prescription drug
(Schedule Il) and is used primarily for its potent analgesic properties.

o Codeine — can be naturally occurring; however, it can also be synthesized chemically by
3-O-methylation of morphine. Codeine medications are available by prescription and
over-the-counter (Schedule lll, Schedule 1V, and Schedule V), depending on
concentration and preparation. Codeine is commonly used in analgesic, antitussive,
and anti-diarrheal agents.

o Heroin (diacetylmorphine) — is a semisynthetic opiate obtained by reacting natural
morphine with acetic acid. Heroin has no legitimate medical use in the United States
and is only available illegally (Schedule |). Heroin is not easily detected in urine and
therefore usage is determined by detection of its intermediate metabolite 6-
acetylmorphine (6-AM).

Cognitive and psychomotor performance can be impaired by opiates, although the duration and
extent of impairment depend on the type of opiate, the dose, and the experience and drug
history of the user. Ingestion of low to moderate amounts produces a short-lived feeling of
euphoria followed by a state of physical and mental relaxation that persists for several hours.
Opioid intoxication may cause meiosis, a dull facies, confusion or mental dullness, slurring of
speech, drowsiness, or partial ptosis (i.e., nodding, the head drooping toward the chest and
then bobbing up).

It is common for opioid abusers to develop tolerance and therefore continually increase the
dose taken in an attempt to maintain the euphoric effect. All opiates are physically and
psychologically addictive, and produce withdrawal symptoms that differ in type and severity.
Flu-like symptoms are common during opiate withdrawal (e.g., watery eyes, nausea and
vomiting, muscle cramps, and loss of appetite).

Routes of administration:
e Morphine — injection, intranasal (i.e., snorting), oral (i.e., tablets), and smoking
e Codeine —injection and oral (i.e., tablets, elixir)

¢ Heroin— intravenous injection, intranasal (i.e., snorting), and smoking

Additional issues regarding opioids:
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o Poppy seeds are a significant dietary source of codeine and/or morphine.

o In December 1998, HHS revised the Mandatory Guidelines for Federal Workplace Drug
Testing Programs to increase the initial testing and confirmatory cutoffs for opiates (i.e.,
from 300 ng/ml to 2000 ng/ml) and require laboratories to test all morphine positive
specimens for heroin metabolite (6-AM). These measures were taken to eliminate most
specimens that test positive due to poppy seed ingestion or due to the use of legitimate
morphine or codeine medication.

e Synthetic or semi-synthetic narcotics do not metabolize to codeine, morphine, or 6-
acetylmorphine. These include, but are not limited to:

alphaprodine (Nisentil®)

hydromorphone (Dilaudid®)

oxymorphone (Numorphan®)

hydrocodone (Hycodan®, Lorcet-HD®, Vicodin®)
dihydrocodeine (Synalgos®)

oxycodone (Percodan®, Percocet®, Tylox®)
propoxyphene (Darvon®)

methadone (Dolophine®)

meperidine (Demerol®)

fentanyl (Duragesic®, Sublimaze®)
pentazocine (Talwin®)

buprenorphine (Buprenex®, Subutex®)

OO0OO0OO0OO0OO0OOOOO0OO0ODO

Table 3 provides a representative sample of the prescription and non-prescription products that
contain codeine or morphine.

Note: Further information regarding the interpretation and reporting of opiates is found in the
Interpretation and Result Verification Section (i.e., Chapter 5, Section C.)
2. Metabolism and Excretion
Morphine is rapidly absorbed and excreted as:
e unchanged morphine
e glucuronide conjugates
0 morphine-3-glucuronide (primary metabolite)

0 morphine-6-glucuronide

Morphine and its metabolites can be detected in urine up to about four days after its use.
Morphine is not metabolized to codeine.
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Codeine (methylmorphine) is also rapidly absorbed and is excreted as:

e unchanged codeine

e morphine

e glucuronide conjugates
0 codeine-6-glucuronide
0 morphine-3-glucuronide
0 morphine-6-glucuronide

The presence of both codeine and morphine in urine indicate the recent use of codeine;
however, morphine alone may be detected as a remnant of codeine that has been completely
metabolized.

Heroin (diacetylmorphine) is deacetylated to its primary metabolite 6-AM (also known as 6-
monoacetylmorphine, 6-MAM) within minutes of administration. Therefore, heroin itself is rarely
detected in urine. 6-AM is mostly likely to be detected within the first 24 hours post-
administration because of its rapid metabolism to morphine. Codeine may be found in the urine
of heroin users as a result of codeine present as a contaminant in the morphine used to
synthesize the heroin.

Amphetamines
1. Background

Amphetamine and methamphetamine are substances regulated under the Controlled
Substances Act as Schedule Il stimulants. Both drugs have been used for treating attention
deficit disorder in children, obesity, and narcolepsy.

Amphetamine and methamphetamine are central nervous system stimulants that initially
produce euphoria, a feeling of well-being, increased self-esteem and appetite suppression
followed by restlessness and irritability. A single therapeutic dose often enhances attention and
performance, but exhaustion eventually occurs and performance deteriorates as the effects
wear off. Frequently, repeated high dose use produces lethargy, exhaustion, mental confusion,
and paranoid thoughts.

Tolerance can develop to the effects of amphetamine and methamphetamine. A typical
therapeutic dose is 5 milligrams. Individuals who abuse these drugs are reported to inject up to
one gram in a single intravenous dose. Physical dependence is modest. Lethargy, drowsiness,
hyperphagia, vivid dreams, and some mental depression may persist for a few days to several
weeks after abrupt termination of repeated high doses.

Amphetamine and methamphetamine exist in two isomeric structural forms known as
enantiomers. Enantiomers are non -superimposable mirror images. The two isomers of each
substance are designated as d- (dextro) and I- (levo), indicating the direction in which they
rotate a beam of polarized light. As do many pharmacological enantiomers, the d- and I-
isomers have distinct pharmacological properties. In this case, the d- isomer of each substance
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has a strong central nervous system stimulant effect while the |- isomer of each substance has
primarily a peripheral action. lllegally manufactured amphetamine and methamphetamine are
principally found as the d-isomer. However, significant amounts of the I- isomer of each
substance may be present depending on the starting materials used by the clandestine
laboratories.

Routes of administration:

e Amphetamine — oral (i.e., tablets or capsules), intravenous injection, smoking, and
intranasal (i.e., snorting)

¢ Methamphetamine - oral (i.e., tablets or capsules), intravenous injection, smoking, and
intranasal (i.e., snorting)

Table 4 provides a representative sample of products containing amphetamines.

2. Metabolism and Excretion

Nearly half of a methamphetamine dose is recovered from urine unchanged. A small
percentage is demethylated to amphetamine and its metabolites. The excretion rate of
methamphetamine is also increased when urine is acidic.

Amphetamine is excreted as both unchanged amphetamine and as hydroxylated metabolites.
Typically, about one-quarter of an administered dose is excreted as unchanged amphetamine,
but this varies widely with urinary pH; the drug stays in the body longer when urine is alkaline,
allowing re-absorption and thus allowing more of it to be metabolized. In 24 hours, about 80
percent of a dose will be excreted if urine is acidic, while less than half is excreted if urine is
alkaline.

A single therapeutic dose of amphetamine or methamphetamine can produce a positive urine
for about 24 hours depending upon urine pH and individual metabolic differences. High dose
abusers may continue to generate positive urine specimens for 2 to 4 days after last use.

Generally, the amphetamine/methamphetamine result reported by the laboratory does not
indicate the specific enantiomer because the laboratory procedure is set up to only identify and
quantitate the presence of amphetamine and/or methamphetamine. In order to determine which
enantiomer is present, an additional analysis must be performed.

The enantiomer identification may be useful in determining if a donor has been using a Vicks

Inhaler®, a prescription medication, or abusing an illegal drug; however, the presence of the |-
isomer of either amphetamine or methamphetamine does not by itself rule out illegal use.
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Phencyclidine
1. Background

Phencyclidine (PCP), an arylcyclohexylamine, was first synthesized in the 1950's as a general
anesthetic. Street names include Angel Dust, Crystal, Killer Weed, Supergrass, and Rocket
Fuel. PCP's synthesis is relatively simple for clandestine laboratories. Phencyclidine's use as a
human anesthetic was discontinued because it produced psychotic reactions (i.e.,”"emergence
delirium”), but the drug remains in use as a veterinary tranquilizing agent. PCP is currently a
Schedule 1l controlled substance.

PCP has a variety of effects on the central nervous system. Intoxication begins several minutes
after ingestion and usually lasts eight hours or more. PCP is well known for producing
unpredictable side effects, such as psychosis or fits of agitation and excitability. The severe
debilitating physical and psychological effects of PCP abuse and the extremely unpredictable
behavior caused by the drug clearly have drastic effects on performance.

Intoxication may result in persistent horizontal nystagmus, blurred vision, diminished sensation,
ataxia, hyperreflexia, clonus, tremor, muscular rigidity, muteness, confusion, anxious amnesia,
distortion of body image, depersonalization, thought disorder, auditory hallucinations, and
variable motor depression or stimulation, which may include aggressive or bizarre behavior.

Ketamine is the only analog of PCP that has any legitimate use. It is currently used in
veterinary treatment. Ketamine does not cross-react with PCP initial or confirmatory testing.

Routes of administration:

Smoking (preferred)
Oral

Intranasal (i.e., snorting)
Intravenous injection

2. Metabolism and Excretion

PCP is well absorbed by any route and is excreted as unchanged PCP and as conjugates of
hydroxylated PCP. About 10 to 15 percent of the PCP dose is excreted in the urine as
unchanged drug. PCP is a weak base which concentrates in acidic solutions in the body.
Because of gastric acidity, PCP repeatedly re-enters the stomach from plasma, and is re-
absorbed into plasma from the basic medium of the intestine.

Generally, PCP is considered detectable in urine for several days to several weeks depending
on the frequency of use.
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C. Adulterant Information

“Adulterated” is the term used for a specimen that has been altered by the donor in an attempt
to defeat the drug test. The goal is to affect the ability of the laboratory to properly test the
specimen for drugs and/or to destroy any drug or drug metabolite that may be present in the
specimen. Many substances can be used to adulterate a urine specimen in vitro, including
common household products, commercial chemicals, and commercial products developed
specifically for drug test specimen adulteration. Adulterants are therefore readily available, may
be easily concealed by the donor during the collection procedure, and can be added to a urine
specimen without affecting the temperature or physical appearance of the specimen. To identify
adulterated specimens, HHS requires certified laboratories to perform a pH test and a test for
one or more oxidizing compounds on all regulated specimens. Laboratories are also allowed to
test regulated specimens for any other adulterant, providing they use initial and confirmatory
tests that meet the validation and quality control requirements specified by the HHS Guidelines.

An adulterant may interfere with a particular test method or analyte, but not affect others. For
example, an adulterant may cause false negative marijuana (cannabinoids) results using a
particular immunoassay reagent, but not affect the test results for other drugs. The same
adulterant may not affect the test results obtained using a different immunoassay reagent or
different immunoassay method. It is also possible for an adulterant to cause false positive drug
test results, rather than the intended false negative. The initial drug test required for Federal
workplace programs (immunoassay) is more sensitive to adulterants than the required
confirmatory drug test (GC/MS). Currently, the GC/MS assays for marijuana metabolite (THCA)
and opiates appear to be affected by adulterants more than GC/MS assays for other drugs.

When a laboratory is unable to obtain a valid drug test result or when drug or specimen validity
tests indicate a possible unidentified adulterant, the laboratory reports the specimen to the MRO
as “invalid result” (see Interpretation and Result Verification section below). When an MRO
receives an “invalid” specimen report, it is incumbent upon him/her to discuss with the
laboratory whether additional tests should be performed by the laboratory or by another certified
laboratory. It may be possible to obtain definitive drug test results for the specimen using a
different drug test method or to confirm adulteration using additional specimen validity tests.
The choice of the second laboratory and/or additional tests will be dependent on the suspect
adulterant and the validated characteristics of the different drug tests. Laboratory staff should
be knowledgeable of their tests’ validated characteristics including effects of known interfering
substances, and be able to recommend whether additional testing is worthwhile.

HHS allows certified laboratories to test for any adulterant. It is not possible to provide specific
program guidance for all substances that may be used as adulterants; however, HHS has
included specific requirements in the Guidelines for pH analysis and for the analysis of known
adulterants listed below:

pH of human urine is usually near neutral (pH 7), although some biomedical conditions affect

urine pH. HHS set the program cutoffs for pH based on a physiological range of approximately
4.5t0 9. Specimens with pH results outside this range are reported as invalid. An extremely
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low pH (i.e., less than 3) or an extremely high pH (i.e., at or above 11) is evidence of an
adulterated specimen.

Nitrite is an oxidizing agent that has been identified in various commercial adulterant products.
Nitrite (NO,) is produced by reduction of nitrate (NO3). Nitrite in high concentrations is toxic to
humans especially infants, causing methemoglobinemia by oxidizing the iron in hemoglobin.
Nitrate and, to a lesser extent, nitrite are present in the environment. Nitrite may be present in
human urine from the following sources:

Food: Sodium nitrite is used as part of the curing process for meat (e.g., ham, wieners).
Nitrates are present in vegetables (e.g., celery, spinach, beets, radishes, cabbage).

Drinking water: Water sources may become contaminated with nitrate and nitrite due to
run-off from farms using nitrogen fertilizers, from septic systems, and from livestock
feedlots. The levels of nitrate and nitrite in public drinking water supplies are monitored
because of the potential health threat to infants under six months of age.

Occupational exposure: Workers in explosives and pharmaceuticals manufacturing
may be exposed to nitrates.

Medications: Organic nitrate and nitro compound drugs (e.g., used for angina,
congestive heart failure, ulcers) metabolize to inorganic nitrite ion. Inorganic
nitrite/nitrate salts have limited medical uses (e.g., used for cyanide poisoning).

Endogenous production: The enzyme nitric oxide synthase (NOS) catalyzes the
endogenous formation of nitric oxide radical, which oxidizes to nitrite and nitrate. This
may result in normal human urine containing a small amount of nitrate with an extremely
small ratio of nitrite.

Pathological conditions: Some infectious and inflammatory conditions (e.g., sepsis,
asthma, rheumatoid arthritis, tuberculosis, inflammatory bowel disease, Alzheimer’s
disease, multiple sclerosis) induce another enzyme (i.e., inducible NOS) that catalyzes
the formation of nitric oxide radical.

Medical treatments: Some medical treatments (e.g., Interleukin-2 in cancer treatment)
can induce NOS and result in nitrite in the urine.

Urinary tract infections: Some urinary tract infections are caused by bacteria that, if
present in large numbers, may reduce nitrate to nitrite by microbial action.

Because low levels of nitrite may be present in human urine due to the reasons listed above,
HHS set a cutoff level of 500 mcg/mL for adulteration and 200 mcg/mL for invalid results.

These concentrations are well above levels seen in human urine. Therefore, these reasons
do not explain a nitrite adulterated result.
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Chromium (V1) is a strong oxidizing agent that has been identified in various commercial
adulterant products. The most common forms of the element chromium are chromium (0),
chromium (Il), and chromium (VI). All have industrial uses. Both chromium (lll) and chromium
(VI) are used for chrome plating, dyes and pigments, leather tanning, and wood preserving.
Chromium (lll) is an essential nutrient and is always present in humans. Chromium (VI) is toxic
and has been shown to be a human carcinogen. The presence of chromium (VI) in a urine
specimen is indicative of adulteration. HHS set an initial test cutoff level of 50 mcg/mL for
chromium (VI).

Surfactants, including ordinary detergents, have been used to adulterate urine specimens.
Surfactants have a particular molecular structure made up of a hydrophilic and a hydrophobic
component. They greatly reduce the surface tension of water when used in very low
concentrations. Foaming agents, emulsifiers, and dispersants are surfactants that suspend an
immiscible liquid or a solid, respectively, in water or some other liquid. Surfactants tend to
clump together when in solution, forming a laminar surface between the fluid and air with their
hydrophobic components along the surface and their hydrophilic components in the fluid. Often
surfactants will form "bubbles" (micelles) within the fluid: a small sphere of hydrophilic “heads”
surrounding a pocket containing the hydrophobic “tails.” They can also form bubbles in air (i.e.,
two nested spheres of surfactant with a thin layer of water between them, surrounding a pocket
of air) and can form “antibubbles” in fluid (i.e., a layer of air surrounding a pocket of water).

Halogens are the four elements fluorine, chlorine, bromine, and iodine. Halogen compounds
have been used as adulterants. The term “halogen” (from the Greek hals, "salt," and gennan,
"to form or generate") was given to these elements because they are salt formers. None of the
halogens can be found in nature in their elemental form. They are found as salts of the halide
ions (F-, Cl-, Br-, and I-). Fluoride ions are found in minerals. Chloride ions are found in rock
salt (NaCl), the oceans, and in lakes that have a high salt content. Both bromide and iodide
ions are found at low concentrations in the oceans, as well as in brine wells. The assays used
by certified laboratories identify halogen compounds that act as oxidants. These do not include
the halogen salts that may be present in a urine specimen. The presence of an oxidative
halogen in a urine specimen is evidence of adulteration.

Glutaraldehyde is a clear, colorless liquid with a distinctive pungent odor sometimes compared
to rotten apples. One of the first effective commercial adulterants was found to contain
glutaraldehyde. Glutaraldehyde is used as a sterilizing agent and disinfectant, leather tanning
agent, tissue fixative, embalming fluid, resin or dye intermediate, and cross-linking agent. Itis
also used in X-ray film processing, in the preparation of dental materials, and surgical grafts.
Glutaraldehyde reacts quickly with body tissues and is rapidly excreted. The most common
effect of overexposure to glutaraldehyde is irritation of the eyes, nose, throat, and skin. It can
also cause asthma and allergic reactions of the skin. Glutaraldehyde at any detectable level in
a urine specimen is evidence of adulteration.

Pyridinium chlorochromate is a strong oxidizing agent that has been identified in some
commercial adulterants. This compound is confirmed by urine drug testing laboratories using a
confirmatory test for pyridine. Pyridine is a colorless liquid that can be prepared from crude coal
tar or from other chemicals. Pyridine formed from the breakdown of natural materials results in
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very low levels in air, water, and food. It is used as a solvent, and also used in the preparation
of medicines, vitamins, food flavorings, paints, dyes, rubber products, adhesives, insecticides,
and herbicides. There is little information on the health effects of pyridine, although some
animal studies and human case reports have noted liver damage from exposure to pyridine.
Human exposure may occur by various means (e.g., inhalation or dermal exposure of workers
in industries that make or use pyridine, inhalation of pyridine released into air from burning
cigarettes or hot coffee, exposure to air or water contaminated from hazardous waste sites or
landfills). The U.S. Food and Drug Administration (FDA) allows its use as a flavoring agent in
food preparation. Pyridine at any detectable level in a urine specimen is evidence of
adulteration.

D. Dilution/Substitution

A donor may attempt to decrease the concentration of drugs or drug metabolites that may be
present in his or her urine by dilution. Deliberate dilution may occur in vivo by consuming large
volumes of liquid, often in conjunction with a diuretic, or in vitro by adding water or another liquid
to the specimen. Donors also have been known to substitute urine specimens with drug-free
urine or other liquid during specimen collection. Due to donor privacy considerations,
collections for federally regulated drug testing programs are routinely unobserved. Therefore,
dilution and substitution may be undetected by collectors and be viable methods for defeating
drug tests. There are products on the market today purporting to “cleanse” the urine prior to a
drug test; many of which are diuretics. There are also products designed specifically for urine
specimen substitution, including drug-free urine, additives, and containers/devices to aid
concealment. Many such devices have heating mechanisms to bring the substituted
specimen’s temperature within the range set by HHS to determine specimen validity at the time
of collection (i.e., 32° to 38°C/90° to 100°F). Some include prosthetic devices to deceive the
observer during a direct observed collection.

To identify diluted and substituted specimens, HHS developed criteria for evaluating specimens
for the following human urine characteristics:

Creatinine is a protein produced by muscle and cleared from the body by the kidneys. Itis a
normal constituent in urine. Normal human urine creatinine concentrations are greater than 20
mg/dL. Abnormal levels of urine creatinine may result from excessive fluid intake,
glomerulonephritis, pyelonephritis, reduced renal blood flow, renal failure, myasthenia gravis, or
a high meat diet.

Specific gravity is a measure of the density of a substance compared to the density of water.
For urine, the specific gravity is a measure of the concentration of particles in the urine. Normal
values for the specific gravity of human urine range from approximately 1.0020 to approximately
1.0200. Decreased urine specific gravity values may indicate excessive fluid intake, renal
failure, glomerulonephritis, pyelonephritis, or diabetes insipidus. Increased urine specific gravity
values may result from dehydration, diarrhea, excessive sweating, glucosuria, heart failure,
proteinuria, renal arterial stenosis, vomiting, and water restriction.
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Laboratories are required to test the creatinine in all regulated specimens, and to test specific
gravity for specimens with creatinine less than 20 mg/dL. There are established program
cutoffs for identifying invalid, dilute, or substituted specimens based on the paired creatinine
and specific gravity test results. Appendix A describes Laboratory Reporting Criteria from the
HHS Guidelines.

Chapter 4. The MRO Review and Reporting Process

The MRO must review all non-negative test results (i.e., positive, adulterated, substituted,
invalid) and all negative and dilute specimens before reporting the results to the Federal
agency’s designated representative. Negative specimen results may be reviewed and reported
by staff under the direct, personal supervision of the MRO.
The MRO process consists of:

e Administrative review of documents,

¢ Interview with the donor (as required),

e Handling retest requests (as required),

o Result interpretation and verification, and

¢ Reporting of results to the Federal agency’s designated representative.
No regulatory requirements exist requiring MROs to use specific procedures to review drug
tests; however, using a standard procedure better ensures that the MRO review for each
specimen is complete and thorough. A simple checklist can be helpful in assuring consistency
and completeness of the process.

A. Administrative Review of Documents

1. MRO Copy of the Federal CCF (Copy 2)

The collector is required to send the MRO Copy of the Federal CCF (Copy 2) to the MRO
within 24 hours or one business day after the collection. If the MRO receives a laboratory
test report for a specimen without having received the MRO copy of the Federal CCF, the
MRO must contact the collector. If the MRO copy is not available, the MRO must obtain
another legible copy of the Federal CCF (e.g., collector or employer copy) that has been
signed by the donor and has the donor's name and telephone number(s).

The following items are verified for Copy 2 of the Federal CCF:
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The correct OMB-approved Federal CCF was used to document the specimen
collection.

The Federal CCF contains the specimen identification number.

The testing laboratory is identified by one of the following:

A specific laboratory name and address at the top of the CCF,

A list of addresses with check boxes at the top of the Federal CCF (the collector checks
the box for the laboratory to which the specimen will be delivered), or

A corporate name and telephone number at the top of the Federal CCF and the specific
laboratory address in the “Test Lab” line in Step 5a.

The Federal CCF was properly completed:

Step 1 contains:

(0]

O O0OO0OO0O0

Federal agency name and address,

MRO name, address, and telephone number,

Donor identification (e.g., SSN, employee identification number),

Reason for the test,

Tests to be performed, and

Collection site information (i.e., address, telephone number, and fax number)

Step 2 documents that:

o

Oo0o0oOo

The temperature of the specimen was or was not within the required temperature
range,

The collection was a split specimen or single specimen collection,

No specimen was collected and why (if applicable),

A direct observed collection was performed and why (if applicable), and
Comments on the “Remarks” line (as appropriate) recording the collector’s
observations or explanatory comments concerning the donor, the specimen, or
collection events.

Step 4 contains:

(0]

O 0O

Collector’s printed name,

Collector’s signature,

Date and time of the collection, and

Specific name of the delivery service that was used to transfer the specimen to
the laboratory.

Step 5 contains:

(0]

O O0OO0O0

Donor’s printed name,

Donor’s signature,

Date signed,

Donor’s daytime telephone number,
Donor’s evening telephone number, and
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o Donor’s date of birth.
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2. Laboratory Report - Federal CCF (Copy 1) and/or Computer-Generated Electronic Report

Certified laboratories report drug test results only to the MRO. The laboratory and the MRO
must have procedures in place to ensure the confidentiality of the reports (i.e., hardcopy and
electronic). The laboratory may send drug test reports by:

e Courier,

e Mail,

e Secure fax, and

e Secure electronic transmission.

The following items are verified for the laboratory report for a specimen:

a. The specimen identification number on the laboratory copy of the Federal CCF (Copy 1)
and/or on any other laboratory report matches that on the MRO copy (Copy 2) for the
identified donor.

b. The Federal CCF was properly completed:

e Step 4 contains:

o
(0]
o

Accessioner’s printed name,
Accessioner’s signature, and
Documentation of the bottle seal condition upon receipt at the laboratory.

e For a single or primary (Bottle A) specimen, Step 5a contains:

(0]

O O0OO0O0

Test results,

Certifying scientist’s printed name,

Certifying scientist’s signature,

Date of result certification,

Comments on the “Remarks” line (as appropriate):

¢ Quantitative test results

o Comments as required by HHS for specimens reported as “adulterated,”
“rejected for testing,” or “invalid result”

e Observations or explanatory comments recorded by laboratory staff
concerning the specimen, and

Name and address of the testing laboratory (if not on the top of Copy 1).

For a retest specimen, Step 5b contains:
Test results,

Certifying scientist’s printed name,
Certifying scientist’s signature,
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o Date of result certification,
o0 Comments on the “Remarks” line (as appropriate):
¢ Quantitative test results
o Comments as required by HHS for specimens that failed to reconfirm
e Observations or explanatory comments recorded by laboratory staff
concerning the specimen, and
o Name and address of the testing laboratory.

c. The laboratory has included a memorandum from the collector to address any
correctable flaws identified. See Section 3 below.

d. The computer-generated electronic report (if any) contains the HHS-required information
as follows:

Laboratory name and address,

Federal agency name,

MRO name,

Specimen identification number,

Donor identification from the Federal CCF (e.g., SSN, employee ID number),
Collector name and telephone number,

Reason for test (if provided),

Date of collection,

Date received at laboratory,

Certifying scientist’'s name,

Date certifying scientist released the results,

Test results, and

Additional comments concerning the specimen’s testing and processing, as listed in
the “Remarks” line of the Federal CCF.

e. The information on the computer-generated electronic report (if any) is consistent with
that on the laboratory copy of the Federal CCF (Copy 1).

3. Federal CCF or Specimen Errors

A laboratory or an MRO may identify errors made on a Federal CCF, or a laboratory may
identify a problem with a specimen during processing. The various types of errors are
outlined below:

a. Uncorrectable errors that result in specimen rejection by the laboratory and test
cancellation by the MRO:

e Specimen ID number on the Federal CCF and bottle label/seal do not match or the
number is missing on either the Federal CCF or the specimen bottle label/seal,

o Specimen bottle label/seal is missing or broken on the specimen from a single

28





HHS MRO Manual for Federal Agency Workplace Drug Testing Programs Effective Date: 11/1/2004

specimen collection or on a primary specimen (Bottle A) of a split specimen
collection and the split specimen (Bottle B) cannot be redesignated as the primary
specimen,

e The collector’s signature and printed name are omitted from the CCF, or

e There is insufficient specimen volume for testing.

b. Correctable errors that result in specimen rejection and/or cancellation unless

d.

corrected by a memorandum for the record (MFR) from the collector:

e The collector failed to sign the CCF (but the printed name is present), or

e The collector used a non-Federal form or an expired version of the Federal CCF.
Federal CCF omissions and discrepancies that are considered insignificant when
they are infrequent (i.e., when a collector does not make the error more than once a
month). Examples include, but are not limited to:

¢ No collection date/time,

e No courier entry,

¢ No specific delivery service name, or

e Donor name included on the laboratory copy of the CCF.

Administrative errors made by laboratory staff that are judged by the MRO to have a
significant impact on the forensic defensibility of the results unless corrected by an MFR.
Examples include, but are not limited to:

¢ No accessioner signature on the CCF,

¢ No documentation of bottle seal condition on the CCF, or

¢ No certifying scientist signature on the CCF.

4. Federal CCF Remarks

Collectors are required to include comments on the “Remarks” line in Step 4 (the collector’s
section) of the Federal CCF to document any unusual donor behavior or incidents occurring
during the collection. Laboratory staff are required to include comments on the “Remarks”
line in Step 5a of the Federal CCF to document any issues concerning the specimen (e.g.,
redesignation of the A and B Bottles), as well as explanatory reporting comments required
by the program (e.g., the basis for reporting a specimen as adulterated, the basis for
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reporting an “invalid result,” reason for rejection).

The MRO evaluates whether information provided on the Federal CCF “Remarks” lines have
a significant impact on the forensic defensibility of the drug test results. If the MRO believes
the forensic defensibility of the results is affected, he or she either attempts to obtain an
MFR or cancels the test.

5. Actions Based on Administrative Review

When an uncorrectable error is identified (see Item 3.a above):

a. If the laboratory identifies the error, the laboratory rejects the specimen for testing and
reports the specimen as rejected to the MRO. The reason for rejection is included on
the laboratory report(s) to the MRO.

b. Ifthe MRO receives a rejected for testing report or identifies an uncorrectable error
during review, the MRO cancels the test.

c. The MRO reports the cancellation and the reason to the Federal agency, which then
determines whether or not to immediately collect another urine specimen from the donor.

When a correctable documentation/specimen error (see ltem 3.b above) by the collector
is identified by either the laboratory or the MRO, the collector is notified to provide an MFR
to address the error:

a. If the collector provides an MFR:

e The laboratory includes a copy of the MFR with the report to the MRO.

o The MRO reports the verified result (see Section D below) to the Federal agency and
maintains the MFR in the files for the specimen.

b. If the collector does not provide an MFR:

e The laboratory holds the specimen for a minimum of 5 business days after
requesting the MFR, then reports the specimen as rejected and discards the
specimen. The reason for rejection is included on the laboratory report(s) to the
MRO.

¢ The MRO cancels the test and notifies the Federal agency of the cancelled test and
the reason for cancellation.

When the laboratory and/or MRO document frequent insignificant errors by an individual
collector (see ltem 3.c):

a. The MRO naotifies the collector/collection site of the errors.
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b. The collector/collection site takes appropriate corrective actions (e.g., revises
procedures, retrains the individual and other collectors at the collection site) and submits
a copy of documentation of the action(s) to the MRO.

c. The MRO maintains the documentation of error notification and corrective action
response in his or her records.

B. Donor Interview

The MRO must contact the donor and interview the donor when the donor’s specimen is
reported by the laboratory as non-negative (i.e., positive, adulterated, substituted, invalid).

The MRO must attempt contact as soon as possible after receiving the report (usually within 24
hours). The MRO copy of the Federal CCF will contain daytime and evening telephone
numbers for the donor.

The MRO should establish guidelines as to what constitutes a reasonable effort to contact a
donor. All attempts made to contact the donor must be documented.

If the MRO, after making all reasonable efforts, has been unable to contact the donor within
14 days after the date on which the MRO received the test result from the laboratory:

1. The MRO must inform the Federal agency of his or her inability to contact the donor.
a. The MRO must not reveal the test result or any information about the drug test.
b. The Federal agency must:
o Confidentially direct the donor to contact the MRO within 5 days, and

¢ Inform the MRO once the donor has been directed to contact the MRO or if the
Federal agency was unable to contact the donor.

2. The MRO may verify a test result without having communicated directly with the donor (i.e.,
a non-contact determination) for the following reasons:

a. The donor expressly declines the opportunity to discuss the test result, or
b. The Federal agency has contacted the donor and instructed the donor to contact the
MRO, but the donor has not contacted the MRO within 5 days after being contacted by

the Federal agency.

The Interview Process
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1. Request the donor to provide information that will verify the donor’s identity (e.g., employee
identification number, SSN) to ensure that it agrees with the information documented on the
Federal CCF. (This step may be done by staff under the MRO’s supervision; however, the
MRO must personally perform all other steps of the interview process as listed below).
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2. Inform the donor, prior to obtaining any information, that confidential medical information
provided during the review process may be disclosed to the Federal agency.

3. Inform the donor of the laboratory reported test result(s).
4. Take action based on the donor’s response:

a. If the donor admits use of an illegal drug consistent with the test results or admits that he
or she tampered with the specimen, advise the donor that the test result will be reported
to the Federal agency.

b. If the donor does not admit use of an illegal drug or specimen tampering, ask the donor if
there is any possible medical explanation for the test result:

¢ If the donor provides a possible medical explanation (e.g., claims that a positive
result was due to a legally prescribed medication or that the drug use was
associated with a valid medical procedure), require the donor to provide appropriate
supporting documentation within a specified time.

¢ If the donor has no valid medical explanation for the result, advise the donor that the
test result will be reported to the Federal agency.

5. For positive, substituted, or adulterated results: Inform the donor that he or she may
have the specimen retested at a second certified laboratory. The retest request must be
made within 72 hours of the interview with the MRO. (Note that donors are not allowed to
request retesting of specimens reported as invalid.)

a. If the donor requests a retest, use the procedures described in Section C (Handling
Retest Requests) to direct the laboratory to send the retest specimen to another certified
laboratory for confirmatory testing.

b. If the donor does not request a retest, document that the donor was informed of and
declined the opportunity for a retest.

C. Handling Retest Requests

Note: Donors are not allowed to request retesting of specimens reported as invalid.

The following are rules for handling retest requests for positive, adulterated, or substituted
specimens:

1. The donor has 72 hours from the time the MRO notified the donor that his or her specimen
was reported positive, adulterated, or substituted to request the retest.
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6.

D.

The MRO must request the retest of a single specimen or the test of the split (Bottle B)
specimen in writing (i.e., a memorandum or letter format). The written request may be
mailed, faxed, or electronically sent to the laboratory where the primary specimen was
tested and must contain the following information:

¢ MRO name and address (use MRO letterhead),

e Laboratory name and address (i.e., Laboratory A) where original analysis was
performed,

e Specimen ID Number on the Federal CCF,
Laboratory Accession Number (i.e., the number assigned by Laboratory A to the
specimen when it was accessioned),

¢ Request for confirmatory retest for the drug/metabolite, adulterant, or substitution
reported by Laboratory A, and

¢ Name and address of the HHS-certified laboratory (i.e., Laboratory B) selected to
retest the specimen (i.e., aliquot of a single specimen or the split (Bottle B)
specimen).

Laboratory B may be selected by the MRO, the Federal agency, or the donor. In most
instances where retesting is requested, the first laboratory will have blanket purchase
agreements with 2 or 3 other certified laboratories to make the billing and payment process
easier.

If the specimen cannot be tested by a second laboratory (e.g., insufficient volume, lost in
transit, Bottle B not available, no other certified laboratory tests for the specific adulterant),
the MRO shall direct the Federal agency to immediately collect another specimen using a
direct observed collection procedure.

o If the test is cancelled because no other certified laboratory tests for the specific
adulterant, the MRO notifies the appropriate regulatory office.

The second HHS-certified laboratory reports retest results directly to the MRO using Copy 1
of the Federal CCF.

The MRO reports the result to the Federal agency and the donor.

Interpretation and Result Verification

The Drug Information section above provides information on the drugs specified in the HHS
Mandatory Guidelines for testing in Federal agency workplace programs, including the current
CSA schedules, signs/symptoms of abuse, and metabolism information.

The MRO interprets drug test results based on:

e The laboratory results,
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o The donor’s explanation and supporting documentation, and

o The MRO’s medical assessment of the donor’s behavior and physical symptoms
during the donor interview.

The MRO must report only verified results to the Federal agency. The MRO must not inform the
Federal agency when a positive, adulterated, or substituted result was verified as negative.

Table 5 describes MRO actions to be taken for primary specimen results.
Table 6 describes MRO actions to be taken for retest specimen results.
Laboratory Results

Laboratory staff are available to answer MRO questions concerning reported drug test results.
However, laboratories are strictly prohibited from providing any information about a specimen’s
result prior to completion of testing and are prohibited from providing any drug test results over
the telephone.

The Mandatory Guidelines provide specific reporting criteria for certified laboratories to report
Federal agency specimen results. These criteria are described in Appendix A. The laboratory
must report all non-negative results for a specimen, as supported by data.

After receiving a drug test report, the MRO should contact the laboratory whenever additional
information is needed. For example, the MRO may wish to clarify the laboratory’s administrative
and analytical procedures, or obtain quantitative results or other information that could be useful
in evaluating the validity of a donor’s explanation. General information may be given over the
telephone. Requests for information about a specific specimen (e.g., quantitative results) must
be made by the MRO in writing. The written request may be mailed, faxed, or electronically
sent to the laboratory.

The term “invalid result” is used when a scientifically supportable negative test result cannot be
established for a specimen due to an unidentified adulterant, an interfering substance, an
abnormal physical characteristic, or an endogenous substance at an abnormal concentration
(see criteria in Appendix A).

When the MRO receives a report of “invalid result,” the MRO must discuss the result with the
laboratory to determine if additional testing by another certified laboratory could provide a
definitive result (i.e., negative, positive, or adulterated). Specimens reported as invalid based
on creatinine and specific gravity results or on pH are exceptions to this rule. The MRO
is not required to contact the laboratory when a specimen is reported as invalid for these
reasons. Itis unlikely that testing by another certified laboratory would provide different results.

Donor Explanation
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As noted previously, one of the purposes for a donor interview is to allow a donor the
opportunity to provide an alternative explanation for a non-negative drug test result. For the
explanation to be accepted, the donor must provide acceptable supporting documentation to the
MRO. If the alternative explanation for a positive, adulterated, or substituted result is
acceptable and supported by documentation as outlined below, the MRO must verify the result
as negative.

Prescriptions

If the donor claims to have taken a prescribed medicine that contains either the drug reported
positive or a substance that can metabolize to that drug, the donor must provide one of the
following:

e A copy of the prescription,

¢ The medicine container with the appropriately labeled prescription (or the label from
the container), or

e A copy of the medical record documenting the valid medical use of the drug during
the time of the drug test.

The MRO may contact the prescribing physician or the pharmacist who filled the prescription to
verify the information provided by the donor.

If the donor has been taking a prescription medication that contains a drug with a high potential
for abuse for a long time, there must be appropriate justification for the long term use. The
MRO must contact the prescribing physician to express concern that the continued use of the
medication may present a significant safety problem for the donor while on the medication.

State initiatives and laws which make available to an individual a variety of illicit drugs by a
physician’s prescription or recommendation do not make the use of these illicit drugs
permissible under the Federal Drug-Free Workplace Program. These State initiatives and laws
are inconsistent with Federal law and put the safety, health, and security of Federal workers and
the American public at risk.

The use of any substance included in Schedule | of the Controlled Substance Act, whether for
non-medical or ostensible medical purposes, is considered a violation of Federal law and the
Federal Drug-Free Workplace Program. These drugs have no currently accepted medical use
in treatment in the United States and their use is inconsistent with the performance of safety-
sensitive, health-sensitive, and security-sensitive positions, and with drug-free workplace
programs.

The MRO must not accept a prescription or the verbal or written recommendation of a physician

for a Schedule | substance as a valid medical explanation for the presence of a Schedule | drug
or metabolite in a Federal employee/applicant specimen.
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Interpretation of Results

Dilute Specimens

A laboratory may report a specimen as dilute in conjunction with a positive or negative drug test.
A donor may produce urine that meets the program criteria for dilution under some conditions
including:

o Working in hot weather conditions drinking large amounts of fluid,
o Taking a diuretic, or
¢ Drinking fluids immediately before providing the specimen.

The MRO actions to be taken in response to a dilute specimen report depend on whether the
drug test result is positive or negative. These MRO actions are shown in Table 5.

Substituted Specimens

The HHS criteria for identifying substituted specimens are based on the physiological ranges for
creatinine concentration and specific gravity value of normal human urine. If the donor denies
substituting the specimen, he or she is given the opportunity to prove the ability to produce urine
that meets substitution criteria as described below.

1. If the donor claims to have consumed a large quantity of fluids prior to providing the urine
specimen:

a. The MRO requests the Federal agency to have the donor provide another specimen
collected using a direct observed collection procedure and have the collector document
that the donor drank a similar quantity of fluids prior to providing the specimen.

b. If the creatinine and specific gravity results for the second specimen are similar to the
results for the first specimen, this is considered a legitimate explanation for the
substituted result.

2. If the donor claims to have a pre-existing, documented medical condition that causes the
donor’s urine to meet both the creatinine and specific gravity criteria for a substituted
specimen, the MRO requests the donor to provide a copy of the medical record to support
that claim.

3. If the donor claims to have personal characteristics (e.g., race, gender, weight, diet, working
conditions) such that his or her urine normally satisfies the substitution criteria:

a. The MRO requests the donor to demonstrate that he or she can normally produce a
substituted specimen.
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b. The demonstration must provide a reasonable basis to conclude that the donor’s
personal characteristics are a legitimate medical explanation.

Adulterated Specimens

The MRO is required to contact the donor and give the donor an opportunity to explain the
adulterated result and to demonstrate that the presence of the adulterant occurred through
normal physiological means. However, the program criteria for adulteration definitively prove
adulteration. There is no valid medical explanation for a urine specimen to meet the criteria for
an adulterated result under the HHS Mandatory Guidelines.

Amphetamines

Depending on the amphetamines confirmation method (e.g., derivatization procedure,
instrument parameters) used by a laboratory, it is possible for some structurally similar
compounds (i.e., sympathomimetic amines) to be converted to methamphetamine during
GC/MS analysis. HHS instituted the following assay validation and reporting requirements that
prevent the possibility of false positive methamphetamine results due to this conversion:

1. Laboratories are required to quantitate at least 200 ng/mL amphetamine in a specimen in
order to report a positive methamphetamine result. As described previously,
methamphetamine metabolizes to amphetamine. This occurs quickly, via a simple
demethylation reaction. Because the sympathomimetic amines are not converted to
amphetamine, the presence of amphetamine is supporting evidence for methamphetamine
use.

2. Certified laboratories are required to validate all assays prior to use with Federal agency
specimens. For amphetamines confirmatory assays, each laboratory must document the
assay’s ability to identify and accurately quantitate methamphetamine and amphetamine in
the presence of high levels of sympathomimetic amines and also demonstrate that these
compounds are not misidentified as methamphetamine or amphetamine (i.e., by analyzing
samples containing sympathomimetic amines without methamphetamine or amphetamine).
These experiments must be performed on at least an annual basis, to verify the assay’s
continued performance.

Enantiomers

Most immunoassays used as the initial test in Federal workplace drug testing programs are
focused on d-methamphetamine. However, the I-methamphetamine enantiomer and
amphetamine enantiomers cross-react with the immunoassay reagents. Amphetamines GC/MS
assays identify both amphetamine and methamphetamine and do not distinguish between
enantiomers. Therefore, there is a possibility that a laboratory positive result could be reported
for I-methamphetamine and/or I-amphetamine.

Laboratories may employ a chiral GC/MS assay that distinguishes between the d- and I-

enantiomers and determines the relative percentages of each. HHS does not require each
certified laboratory to have this capability. Upon written request of the MRO, the laboratory may
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perform the test or send a specimen to another certified laboratory for d- and |- enantiomer
testing.

When the MRO receives a methamphetamine positive result from a laboratory, he or she may
order enantiomer testing to aid in result interpretation, as described below:

1. Prescription Drug Products. There are prescriptions that contain amphetamine or
methamphetamine. Enantiomer analysis may be used to verify that a positive
methamphetamine result was due to use of a legal drug. For example, Selegiline is a brain
monoamine oxidase inhibitor used in the adjunctive treatment of Parkinson’s disease and for
depression. Selegiline is metabolized to I-methamphetamine and I-amphetamine. A d- and
I- isomer differentiation will reveal the presence of only I-methamphetamine and I-
amphetamine after the ingestion of Selegiline.

2. Non-Prescription Drug Products. Some non-prescription products contain sympathomimetic
amines which can cause a positive result on an initial immunoassay test. The confirmatory
GC/MS test is specific for methamphetamine and amphetamine. Specimens containing
sympathomimetic amines will not be reported positive by the laboratory after conducting the
confirmatory test. The Vicks Inhaler® is the only over-the-counter drug that contains I-
methamphetamine. Enantiomer analysis may be used to verify that a positive
methamphetamine result was due to its use. There may be a trace amount of the d- isomer
present because a very slight amount of d-methamphetamine may be present as a
contaminant in the Vicks Inhaler® and a contaminant of the analytical procedure. If there is
greater than 80% I-methamphetamine, the results are considered to be consistent with Vicks
Inhaler® use. If there is more than 20% d-methamphetamine present, the results indicate the
use of some source other than the inhaler and the result is verified as positive. This is a very
conservative interpretation.

Cocaine

There are no prescription medications that contain cocaine. However, the medical community
uses TAC (tetracaine, adrenalin, cocaine) as a topical preparation prior to various surgical
procedures and may use cocaine by itself as a topical vasoconstrictive anesthetic for various
ear, nose, throat, and bronchoscopy procedures. If cocaine is used, the licensed physician
performing the procedure would document its use in the donor’s medical record. The medical
use must have occurred within 2 to 3 days prior to when the urine specimen was collected. Use
at an earlier time will not cause a positive urine test.

Topical Anesthetics

Cocaine is structurally unique and does not resemble any of the other topical anesthetics, such
as Novocain®, Xylocaine® (lidocaine), benzocaine, etc. Although these compounds have
analgesic properties, there is no structural similarity to cocaine or its metabolite
(benzoylecgonine). Specimens containing these substances will not be reported positive by the
laboratory for benzoylecgonine.
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Passive Inhalation of Crack Cocaine

Comprehensive scientific studies have demonstrated that individuals passively exposed to
“crack” smoke do not produce a urine positive for cocaine using the HHS cutoffs for initial and
confirmatory testing.

When a donor claims that his or her positive benzoylecgonine test was due to passive
inhalation, the MRO should allow the donor to describe the circumstances pertaining to how and
when the passive exposure occurred. Passive inhalation is not an acceptable alternative
explanation for the presence of benzoylecgonine in the donor’s urine.

Coca Leaf Tea

In the early 1980s, health food stores sold a tea under the trade name “Health Inca Tea.” It was
discovered that this tea contained decocanized coca leaves with detectable amounts of cocaine
present and the U. S. Food and Drug Administration banned the importation of this tea into the
United States. Therefore, any tea sold using the name “Health Inca Tea” should not contain any
cocaine.

When a donor claims that his or her positive benzoylecgonine test was due to drinking a
beverage with coca leaves as an ingredient, the MRO should allow the donor to explain where
and when the tea was purchased. Drinking “Health Inca Tea” or other beverage purporting to
contain coca leaves is not an acceptable alternative explanation for the presence of
benzoylecgonine in the donor’s urine.

Marijuana

There has been much discussion in the political and medical fields over the years concerning
the benefits of medicinal marijuana. At this time, marijuana remains a Schedule 1 drug and
marijuana use is not an acceptable medical explanation for a positive drug test result in the
Federal agency drug testing program. A prescription or written recommendation from a licensed
physician or medical professional does not exempt the donor from this rule. If the donor admits
the use of medical marijuana, the MRO verifies the result as positive.

Prescription THC

Dronabinol is chemically synthesized delta-9- tetrahydrocannabinol (THC). It is available under
the trade name Marinol® in 2.5, 5, or 10 mg soft gelatin capsules for oral administration.
Marinol® may be used for stimulating appetite and preventing weight loss in patients with a
confirmed diagnosis of AIDS and treating nausea and vomiting associated with cancer
chemotherapy. Additionally, a few individuals have been permitted by a court order to use THC
for the management of glaucoma. Patients that are prescribed Marinol® should be warned not
to drive, operate complex machinery, or engage in hazardous activity.

There are no other prescription or over-the-counter medications that contain cannabinoids or
any other substances that might be identified as or metabolized to THC or its acid metabolite.
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When a donor claims to have a prescription for Dronabinol or a court order allowing the use of
THC, the MRO should allow the donor the opportunity to provide the supporting documentation.

Passive Inhalation or Unknowing Ingestion of Marijuana

Passive inhalation and unknowing ingestion (i.e., an inadvertent exposure to marijuana) are
frequent excuses for positive urine tests. Passive inhalation of marijuana smoke does occur
and can result in detectable levels of THC and its metabolites in urine. Clinical studies have
shown, however, that it is highly unlikely that a non-smoking individual could unknowingly inhale
sufficient smoke by passive inhalation to result in a high enough drug concentration in urine for
detection at the cutoff levels used in the Federal agency program. Similarly, it is extremely
difficult to achieve detectable levels through unknowing ingestion of plant material (e.g., leaves,
stems) or marijuana in food products. Studies have also shown that any measurable peak
concentration in urine occurs within several hours after the exposure.

When a donor claims that his or her positive THCA test was due to passive inhalation or
unknowing ingestion, the MRO should allow the donor to describe the circumstances pertaining
to how and when the exposure/ingestion occurred. Generally, the circumstances will not
approximate what would be needed to explain the presence of THC in the donor’s urine.

Hemp Products

The Drug Enforcement Agency (DEA) issued its final rule clarifying control of natural and
synthetic tetrahydrocannabinol (THC) effective April 21, 2003 (21 CFR Part 1308). The rule
states that it is illegal for anyone to manufacture, distribute or market products used, or intended
for use, for human consumption that contain any amount of THC. Personal care products (e.qg.,
shampoos, lotions) are not considered to fall in this category, because they are not intended for
human consumption and studies have shown that use of these products does not cause urine
specimens to test positive for THC under the Federal Guidelines. Other “non-consumable”
hemp items (e.g., clothing, industrial solvents, and animal feed mixtures) are considered non-
controlled substances and are not subject to any of the CSA requirements regardless of their
THC content.

When a donor claims that his or her positive THCA test was due to ingestion or use of a legal
hemp product, the MRO should allow the donor to explain where and when the product was
purchased and used. Generally, the circumstances will not approximate what would be needed
to explain the presence of THCA in the donor’s urine.

Opiates

The opiate drug class poses some unique challenges with regard to interpreting a positive test
result. A positive result for codeine or morphine may be from the following:

e A drug product that contains codeine or morphine (see Table 3 for some examples),
or

e Poppy seeds.
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Eating a normal dietary amount of poppy seeds can cause a urine specimen to test positive for
morphine and codeine. The concentration of morphine can be substantial, with usually very low
concentrations or no detectable codeine. In many instances, a donor will not know that poppy
seeds can cause a positive test or realize that he or she had eaten poppy seeds at the time the
urine was collected.

HHS included additional criteria in the Mandatory Guidelines to distinguish between specimens
testing positive due to opiates abuse and specimens testing positive due to legitimate medical
use or food sources. The criteria are as follow:

o When a laboratory reports a specimen as positive for codeine and/or morphine and
the quantitative results for both codeine and morphine are less than 15,000 ng/mL:

o Ifthere is clinical evidence of illegal use of any opium, opiate, or opium derivative
(e.g., morphine/codeine) listed in CSA Schedule | or I, the MRO verifies the
result as positive.

o If there is no clinical evidence of illegal use, the MRO verifies the result as
negative.

¢ When a laboratory reports a specimen as positive for codeine and/or morphine and
the codeine and/or morphine result is greater than or equal to 15,000 ng/mL:

o If the donor does not present a legitimate medical explanation for the presence of
morphine or codeine (e.g., a valid prescription), the MRO verifies the result as
positive. Consumption of food products is not a legitimate medical explanation
for the donor having morphine or codeine at or above this concentration.

o If the donor presents a legitimate medical explanation for the presence of
morphine or codeine (e.g., a valid prescription), the MRO verifies the result as
negative.

¢ When a laboratory reports a specimen as positive for the heroin metabolite (6-
acetylmorphine), this is proof of heroin use. The MRO verifies the result as positive.

The MRO relies on his or her medical knowledge to identify signs and symptoms of abuse
during the donor interview. Clinical evidence of illegal use may include, but is not limited to:

e A donor’s admission that he or she took a prescription medication containing codeine
or morphine that was prescribed to another individual,

¢ Recent needle marks, or
e Behavioral and physiological signs of acute opiate intoxication or withdrawal.

An MRO may have a blanket written request on file at the laboratory to routinely receive the
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quantitative values associated with positive codeine and morphine results. The MRO also may
request quantitative information on the presence of codeine below the cutoff for specimens that
have been reported positive for morphine only. This information may be helpful to the MRO in
assessing the medical explanation provided by the donor.

Other Narcotic Analgesics

Occasionally, a donor will reveal information regarding the use of a narcotic analgesic (that
does not contain codeine or morphine) believing that this medication was the reason for the
positive codeine or morphine. Assuming that it was a legally prescribed medication, this
confidential medical information cannot be provided to the Federal agency and is not an
explanation for the positive codeine or morphine. Since the use of a narcotic analgesic may
have a possible effect on the ability of the donor to perform a specific task (e.g., driving a
vehicle), it may be appropriate to discuss the use of the medication with the prescribing
physician. Additional guidance on reporting such information is provided in Section F below and
in Section C of Chapter 6.

Phencyclidine

A positive phencyclidine (PCP) result is evidence of illegal drug use. There are no prescription
or over-the-counter medications that contain PCP, there are no legal medical uses of PCP, and
there are no other substances that can be misidentified as PCP using GC/MS.

Retest Results

After a second certified laboratory tests an aliquot of the single specimen or the split (Bottle B)
specimen, the MRO must take actions in response to the second laboratory’s reported results
as outlined in Table 6.

If the second laboratory believes that the analyte (i.e., drug, drug metabolite, adulterant) is
present in the retest specimen, but cannot reconfirm its presence, the laboratory must consult
with the MRO to decide whether to send the specimen (i.e., the remaining aliquot of a single
specimen or Bottle B of a split specimen) to a third certified laboratory for additional
confirmatory testing. (If there is an insufficient quantity of urine remaining in the aliquot of the
single specimen at the second laboratory, the MRO may request the first laboratory to obtain
another aliquot from the original specimen bottle and send it to the third laboratory.) The third
laboratory should be selected such that it uses a confirmation method more similar to that used
by the first laboratory (i.e., the laboratory that reported the non-negative result for the primary
specimen).

F. Reporting
After the review and verification processes have been completed, the MRO reports the final,
verified result(s) for a specimen to a Federal agency. Reporting instructions are detailed in

Tables 5 and 6.

The MRO must send the report using one of the following methods, in a manner designed to
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ensure confidentiality of the information:
e Secure fax,
e Courier,
e Mail, or
e Secure electronic transmission.
The report may be:
o Alegible image or copy of the completed Copy 2 of the Federal CCF, or
o A separate letter or memorandum for each specimen that contains the following:

Donor’'s name and SSN or employee ID number,

Specimen ID number from the Federal CCF,

Result for the test as indicated on the Federal CCF,

Relevant comments provided by the collector and/or laboratory on the Federal
CCF,

Relevant information from the MRO (e.g., documentation of attempts to contact
the donor, a statement of the donor's refusal to cooperate with the medical
review process),

o Information provided by the donor (especially at the donor's request) to the report

(Note: this must not include specific confidential medical information),

0 MRO'’s printed name and signature, and

o Date reported.

O O0OO0Oo

o

The MRO must not disclose any numerical values to the Federal agency.
Confidentiality
The Mandatory Guidelines require the MRO to:

1. Report the final result of the drug test to a Federal agency in a manner designed to ensure
the confidentiality of the information, and

2. Maintain the confidentiality of the information received during the review process, including:

information related to the donor's medical condition,
medications,

medical diagnosis, and

medical history.
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Despite this general requirement to maintain the confidentiality of medical information, there are
certain circumstances in which the MRO may provide such information to other parties. In these
instances, prior to the medical interview the MRO must inform the donor that disclosure of
information learned as part of the medical review process may occur if:

o There is a significant safety hazard associated with donor performing assigned
duties,

¢ Medical disqualification of the donor exists under applicable regulations, or

e The Federal agency’s regulations specify requirements for disclosure of such
information under other circumstances.

When the MRO releases otherwise confidential information due to such concerns, the MRO
must attempt to release as little specific information as possible and release such information
only to parties that clearly “need-to-know.” Such parties include:

¢ Physicians responsible for medical certification of the donor,
o Federal agency officials as required by regulation, or
o Designated Federal agency representatives.

Diagnoses or other specific details of medical information do not need to be provided to non-
medical personnel. For example, Federal agency representatives may only need to be informed
that a safety hazard may exist and that the MRO will provide specific information to the
physician responsible for making medical qualification decisions regarding the donor. In
general, unless required by regulation or law, the MRO must only discuss specific medical
information with other physicians or qualified health professionals.

Chapter 5. Documentation and Recordkeeping

Accurate recordkeeping is essential in documenting all aspects of the MRO review process. All
MRO activities should be properly documented, to provide a record that procedures used were
consistent with the Mandatory Guidelines. The MRO should maintain documentation of all
communications (written and oral) with:

e Donors,

o Federal agency representatives,

e Laboratory personnel, and

o Collectors.

Although the Mandatory Guidelines do not specify the length of time that MROs must retain
drug test records, it is recommended that they be maintained for a minimum of two years from
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the date of collection, or as otherwise provided by law or contract with the Federal agency.

Documentation for each specimen must be retained in the donor files and normally includes
such things as:

e Documentation to support an alternative medical explanation for a non-negative
result (e.g., copies of prescriptions, labels from prescription bottles, notes that a
prescription was verified at a pharmacy or by the treating physician),

e Letters or notes received from an employee, relative, or physician providing
treatment, or

¢ MRO actions regarding the test (e.g., attempts to contact the donor, documentation
of the donor interview, any checklists used by the MRO and MRO staff for the
record).

Some MROs may serve as primary care providers and retain medical records related to that
function. MRO records must be separated from other medical and personnel records kept on
an individual.

A donor has the right, upon written request, to records relating to his or her drug test. In
addition, information can be requested by a subpoena or court order. If an MRO has any
concern regarding the release of information associated with drug testing results, the MRO may
want to obtain a legal opinion.

The maintenance of donor confidentiality is particularly important with respect to confirmed non-

negative drug test results, and especially for those that may be verified by the MRO as negative
due to a valid medical explanation.

Chapter 6. Additional MRO Responsibilities

A. Federal Agency Blind Samples

Federal agencies are required to have blind samples submitted with donor specimens. Blind
samples are helpful in determining if the entire testing process (i.e., from the collector’s
submission of a specimen to a laboratory until a result is reported to the MRO) satisfies all
requirements.

To ensure that the blind samples purchased from different sources are acceptable, Federal
agencies must use only samples certified by the sample suppliers. Samples must be certified:

1. To have the stated results as verified by the program-required method(s) of analysis:

a. Negative (verified by immunoassay and GC/MS),
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b. Drug positive (verified by immunoassay and GC/MS),

c. Adulterated (verified by initial and confirmatory specimen validity testing methods as
appropriate), and

d. Substituted (verified by confirmatory creatinine and specific gravity tests).

2. To have acceptable performance demonstrated up to the stated expiration date and
documented by stability studies.

The blind samples may be purchased by the Federal agency and supplied to the collector, or
purchased by the collector and submitted to a laboratory with an agency’s specimens. Each
blind sample is submitted as if it were a donor specimen. This requires the collector to
complete a Federal CCF and to properly label the specimen bottle(s) containing the sample.
Since there is no donor associated with a blind sample, the collector generates a fictitious social
security number or employee identification number and fictitious initials to be written on the
specimen bottle label/seal.

The collector or the Federal agency, whichever purchased the blind samples, must forward
information to the MRO, so he or she will have the information necessary to determine if the
laboratory reported the correct result. On the MRO Copy of the Federal CCF, the collector
indicates that the sample is a “blind QC sample” where the donor would normally provide a
signature (Step 5 on Copy 2 of the Federal CCF).

An incorrect result reported by the laboratory does not automatically indicate that the laboratory
made an analytical error. For example, there could have been a problem with the sample itself
(e.g., stability, concentration) or the collector did not properly submit the sample.

When a laboratory reports a result different from the one expected based on information
provided by the supplier of the blind sample, the MRO must contact the Federal agency. The
Federal agency will investigate and/or contact the appropriate regulatory office to institute an
investigation to determine the exact cause of the incorrect result. When the specific cause is
identified, appropriate corrective actions will be taken. The regulatory office will share the
findings with the MRO.

B. Shy Bladder

Occasionally, a donor is unable to provide a specimen upon arrival at the collection site
because he or she either urinated recently or has “shy bladder.” Generally, the term “shy
bladder” refers to an individual who is unable to provide a urine specimen either upon demand
or when someone is nearby during the attempted urination. The medical term for this condition
is paruresis.

When a donor has difficulty providing a urine specimen, the collector gives the donor a
reasonable amount of liquid to drink over a period of time (not to exceed 3 hours). Unsupported
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claims of “situational anxiety” or dehydration are not considered valid reasons for a donor’s
failure to provide a urine specimen. When sufficient time has elapsed and fluids have been
ingested, the inability to provide a urine specimen shall be regarded as a refusal to take a test.

If it is believed that an individual has a “shy bladder,” the Federal agency must arrange to have
the donor evaluated to determine whether the donor’s inability to provide a specimen is genuine
or constitutes a refusal to provide a specimen. The evaluation must be performed by a licensed
physician (e.g., the MRO, a physician acceptable to the agency, the agency’s occupational
health physician) and must take place as soon as practical after the attempted collection.
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The examining physician must determine, in his or her reasonable medical judgment, that a
medical condition has or, with a high degree of probability, could have precluded the donor from
providing a urine specimen (e.g., a urinary system dysfunction or a documented pre-existing
psychological disorder). An evaluation must include a review of any pertinent medical records
and may include evaluative testing such as blood chemistries for kidney function or other
physiologic factors likely to affect urine output.

The examining physician shall provide to the MRO a brief written statement describing his or her
conclusion and the basis for it. The written statement shall not include detailed information on
the medical condition of the donor. Upon receipt of the written statement from the examining
physician, the MRO shall report his or her conclusions to the agency in writing.

C. Occupational and Public Safety

Executive Order 12564 uses the term “illegal drugs” to refer to any controlled substance
included in Schedule | or Il of the Controlled Substances Act, and not to refer to the use of a
controlled substance pursuant to a valid prescription or other uses authorized by law.

The purpose of this policy is to ensure that a workplace drug testing program does not
intentionally identify an individual who is receiving valid medical care and, thereby, provide
confidential medical information to an agency or anyone else.

There is, however, a public safety issue associated with information that a donor may provide to
an MRO during the review of a test result. That is, the donor may be taking a legal prescription
medication as treatment for a medical condition and the medication may have possible side
effects that may impair the mental and/or physical abilities required for the performance of
potentially hazardous tasks (e.g., driving a car or truck, operating machinery).

If the side effects of a legitimately prescribed medication have a possible impact on the safety
aspects of the work performed by a donor, the MRO must decide what must be done with the
information. Although the Mandatory Guidelines require an MRO to verify a drug test result as a
negative result if the donor has legally taken a prescription medication, it is recommended that
the MRO contact the prescribing physician to discuss the possible impact that the medication
may have on the safety aspects of the work performed by the donor. Additionally, some
occupations have restrictions that prohibit an individual from taking specific medications that
may, otherwise, be allowable for other occupations. In these instances, the MRO may inform
the individual responsible for certifying that the donor is qualified to perform that job that the
donor is taking a medication that is restricted for an individual in that occupation or that the
medication may affect the individual’s ability to perform a safety sensitive occupation.

D. Donor Rights to Information
An employee who is the subject of a drug test may, upon written request through the MRO and
the Federal agency, have access to any records relating to his or her drug test, any records

relating to the results of any relevant certification, review, or revocation of certification
proceedings, and access to a documentation package. A donor or Federal agency will
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occasionally request the testing laboratory to provide a complete package of analytical data,
chain of custody records, and other administrative documents associated with the testing of a
particular specimen. This package is generally referred to as a “data package” or “litigation
package.” The request must always be submitted to the laboratory through the MRO.

A standard data package provided by an HHS-certified laboratory consists of the following
items:

e A cover sheet that provides a brief description of the drug testing procedures and
specimen validity tests performed on the donor’s specimen

o A table of contents page that lists by page number all documents and materials in
the package

e A copy of the Federal CCF with any attachments and a copy of the electronic report
(if any) generated by the laboratory

o A brief description of the initial drug tests and initial specimen validity tests (e.g.,
instrumentation, batch quality control, and test data format)

o A brief description of confirmatory drug tests and confirmatory validity tests (e.g.,
instrumentation, batch quality control, and test data format)

e A copy of the resume or curriculum vitae for the certifying scientist that certified the
test result

e A copy of the resume or curriculum vitae for the laboratory’s Responsible Person(s)
e Donor specific information including:

0 Internal chain of custody records for the specimen,

0 Memoranda (if any) generated by the laboratory,

o Copies of the initial drug and specimen validity test data for the donor’s specimen
with all calibrators and controls identified and copies of all internal chain of
custody documents related to the initial tests, and

o0 Copies of the confirmatory drug and specimen validity test data for the donor’s
specimen with all calibrators and controls identified and copies of all internal
chain of custody documents related to the confirmatory tests.
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Appendix A. Laboratory Reporting Criteria

Positive
A laboratory will report a urine specimen as positive for a drug/drug metabolite when:

e The specimen’s immunoassay result was at or above the initial test cutoff for the
drug class
and
e The specimen’s GC/MS result (i.e., on a separate aliquot) was at or above the
confirmatory test cutoff for the specific drug/drug metabolite.

Drug/Metabolite Initial Test Cutoff Confirmatory Test Cutoff
Amphetamine 500 ng/mL
Amphetamines 1000 ng/mL Methamphetamine 500 ng/mL*

*must also contain at least 200 ng/mL
amphetamine

Codeine 2000 ng/mL

Opiates 2000 ng/mL Morphine 2000 ng/mL

6-acetylmorphine 10 ng/mL*
*must also be positive for morphine

Marijuana (cannabinoids) 50 ng/mL THCA (marijuana metabolite) 15
ng/mL
Cocaine 300 ng/mL Benzoylecgonine (cocaine metabolite)
150 ng/mL
Phencyclidine (PCP) 25 ng/mL Phencyclidine 25 ng/mL
Negative

A laboratory will report a urine specimen as negative when the specimen has valid negative
drug test results at any point in the testing process:

e Immunoassay results below the initial test cutoffs
or

o  GC/MS results below the confirmatory test cutoffs
and

e Specimen validity test results in the acceptable range

Dilute
A laboratory will report a urine specimen as dilute in conjunction with a positive or negative
drug test when on a single aliquot:

e The creatinine concentration is greater than or equal to 2 mg/dL and less than 20
mg/dL
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and
e The specific gravity is greater than 1.0010 but less than 1.0030
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Substituted
A laboratory will report a urine specimen as substituted when both the initial and confirmatory
tests (i.e., tests on separate aliquots) document that:

e The creatinine concentration is less than 2 mg/dL
and
e The specific gravity is less than or equal to 1.0010 or greater than or equal to 1.0200

Adulterated
A laboratory will report a urine specimen as adulterated when both the initial and confirmatory
test results (i.e., tests on separate aliquots) meet one of the following criteria:

e The pH is less than 3,

The pH is greater than or equal to 11,
e The nitrite concentration is greater than or equal to 500 mcg/mL,
e Chromium (VI) is present, verified by a specific confirmatory test,

e A halogen (e.g., bleach, iodine, fluoride) is present, verified by a specific
confirmatory test,

o Glutaraldehyde is present (verified by a GC/MS confirmatory test),

e Pyridine (pyridinium chlorochromate) is present (verified by a GC/MS confirmatory
test),

o A surfactant is present (i.e., dodecylbenzene sulfonate-equivalent concentration is
greater than or equal to 100 mcg/mL),

o The specimen contains a substance that is not a normal constituent of human urine
(verified by a confirmatory test for the specific substance), or

e The specimen contains an endogenous substance at a concentration that is not a
normal physiological concentration (verified by a confirmatory test for the specific
substance).

Invalid Result
A laboratory will report an invalid result for a urine specimen when results for two separate
aliquots meet one of the following criteria:

1. Creatinine concentration and specific gravity results are discrepant:
e The creatinine concentration is less than 2 mg/dL on both the initial and
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confirmatory creatinine tests and the specific gravity is greater than 1.0010 but
less than 1.0200 on either or both the initial and confirmatory specific gravity
tests, or

e The specific gravity is less than or equal to 1.0010 on both the initial and
confirmatory specific gravity tests and the creatinine concentration is greater than
or equal to 2 mg/dL on either or both the initial and confirmatory creatinine tests;

2. The pH is outside the acceptable range:

o The pH result is greater than or equal to 3 and less than 4.5 using either a
colorimetric pH test or pH meter for the initial test and a pH meter for the
confirmatory test, or

o The pH result is greater than or equal to 9 and less than 11 using either a
colorimetric pH test or pH meter for the initial test and a pH meter for the
confirmatory test;

3. Nitrite is present, but below the program cutoff for adulteration:

¢ Nitrite is greater than or equal to 200 mcg/mL using a nitrite colorimetric test for
both the initial and confirmatory tests,

¢ Nitrite is greater than or equal to the equivalent of 200 mcg/mL nitrite using a
general oxidant colorimetric test for both the initial and confirmatory tests, or

o Nitrite is greater than or equal to 200 mcg/mL using a nitrite colorimetric test or a
general oxidant colorimetric test and is greater than or equal to 200 mcg/mL but
less than 500 mcg/mL for a confirmatory test using a different method;

4. The possible presence of chromium (V1) is determined using the same chromium (VI)
colorimetric test with a cutoff greater than or equal to 50 mcg/mL chromium (V1) for both
the initial and confirmatory tests;

5. The possible presence of a halogen (e.g., bleach, iodine, fluoride) is determined using
the same halogen colorimetric test with a cutoff greater than or equal to the LOD for both
the initial and confirmatory tests, or relying on the odor of the specimen as the initial test;

6. The possible presence of glutaraldehyde is determined by using the same aldehyde test
(aldehyde present) or characteristic immunoassay response on one or more drug
immunoassay tests for both the initial and confirmatory tests;

7. The possible presence of an oxidizing adulterant is determined by using the same
general oxidant colorimetric test (with a greater than or equal to 200 mcg/mL nitrite-
equivalent cutoff, a greater than or equal to 50 mcg/mL chromium (VI)-equivalent cutoff,
or a halogen concentration greater than or equal to the LOD) for both the initial and
confirmatory tests;

8. The possible presence of a surfactant is determined by using the same surfactant
colorimetric test with a greater than or equal to 100 mcg/mL dodecylbenzene sulfonate-
equivalent cutoff for both the initial and confirmatory tests, or using a foam/shake test for
the initial test;
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9. Interference occurs on the immunoassay drug tests on two separate aliquots (i.e., valid
immunoassay drug test results cannot be obtained);

Note: Tolectin®(Tolmetin - a non-steroidal anti-inflammatory), Flagyl® (metronidazole - an
antifungal and antibacterial agent), Cipro @ (ciprofloxacin - an antibacterial agent), Grisactin®
(Griseofulvin - a fungistatic antibiotic), and Clonoril® (sulindac - a non-steroidal anti-
inflammatory) are some known prescription medications that may interfere with some
immunoassay tests.

10. Interference with the GC/MS drug confirmation assay occurs on two separate aliquots of
the specimen and the laboratory is unable to identify the interfering substance;.

11. The physical appearance of the specimen is such that testing the system may damage
the laboratory’s instruments; or

12. If the physical appearances of Bottles A and B are clearly different, the test result for

Bottle A is one of the reasons stated in 1 through 10 above and/or the specimen was
negative for drugs upon initial testing.
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Table 1. Immunoassays

Effective Date: 11/1/2004

Method

Abbreviation

Description

Enzyme Immunoassay

EIA

An immunoassay based on competition for antibody
binding sites between drug in the specimen and
drug labeled with an enzyme. Enzyme activity
decreases upon binding to the antibody, so the drug
concentration in the specimen can be measured in
terms of enzyme activity.

Kinetic Interaction of
Microparticles in
Solution

KIMS

An immunoassay based on the principle of the
kinetic interaction of microparticles in a solution
where the drug content of the urine is directly
proportional to the inhibition of the microparticle
aggregation.

Cloned Enzyme Donor
Immunoassay

CEDIA

An immunoassay utilizing enzyme fragments
engineered by recombinant DNA techniques. Two
fragments, the enzyme donor (ED) and enzyme
acceptor (EA), are inactive when separated. CEDIA
is based on competition for antibody binding sites
between drug conjugated with ED and drug in the
specimen. Enzyme activity decreases when the
ED-drug fragment is bound, so the drug
concentration in the specimen can be measured in
terms of enzyme activity (i.e., drug concentration
and enzyme activity are inversely related).

Fluorescence
Polarization
Immunoassay

FPIA

An immunoassay based on competition between
drug in the specimen and drug labeled with a
fluorophore. Light emitted by the fluorescently
labeled drug/antibody complex will be more
polarized. The specimen’s fluorescence polarization
value is inversely related to the drug concentration.

Radioimmunoassay

RIA

An immunoassay based on competition between
drug in the specimen and drug labeled with a
radioisotope. The antibody-antigen complex is
precipitated out of solution, separated from the
unbound reagents, and measured in a gamma
counter. Radioactivity is inversely proportional to
drug concentration.

Microplate Enzyme-
Linked Immunosorbent
Assay

ELISA

A competitive binding enzyme immunoassay using
drug-specific antibodies immobilized on the sides of

a microplate well.
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Table 2. Laboratory Specimen Validity Test Methods

Method

Analytes

Description

Colorimetry

pH, creatinine,
adulterants
(general or
compound-
specific tests)

An analytical procedure based on comparison
of the color developed in a solution of a test
material with that in a standard solution,
quantitated on the basis of the absorption of
light. In a colorimetric test method, reagents
are added to a sample and a reaction occurs
with the analyte of interest, producing a color.
Because the intensity of the color is related to
the analyte’s concentration, the concentration
of the analyte is determined by visually
measuring the color or electronically
measuring the intensity of light at selected
wavelengths (i.e., spectrophotometry).

Refractometry

Urine specific
gravity

A urine specific gravity refractometer is used
to determine the amount of solute (i.e., urinary
total solids) in the urine by measuring the
index of refraction. The index of refraction is
the ratio of electromagnetic radiation in a
vacuum to its velocity in the medium of
interest. The instrument manufacturer
applies a formula to convert from refractive
indices to the urine specific gravity values
displayed by the refractometer.

Potentiometry

pH

The measurement of the electrical potential
difference between two electrodes in an
electrochemical cell. A pH meter is a type of
potentiometer.

Atomic Absorption
Spectrophotometry
(AAS)

Adulterants
(e.g., chromium
VI)

An analytical method in which a sample is
vaporized in a flame or graphite furnace. The
atoms absorb ultraviolet or visible light and
make transitions to higher electronic energy
levels. The analyte concentration is
determined from the amount of absorption of
specific wavelengths.
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Method

Analytes

Description

Electrophoresis

Capillary
electrophoresis (CE)

Adulterants
(e.g., nitrite,
chromium VI)

A separation technique that is based on the
mobility of ions in an electric field. Positively
charged ions migrate towards a negative
electrode and negatively charged ions migrate
toward a positive electrode. lons have
different migration rates depending on their
total charge, size, and shape, and can
therefore be separated. Capillary
electrophoresis (CE) is an electrophoretic
method using a small-bore, fused silica
capillary tube. The capillary tube allows the
use of very high electric fields because the
small capillaries efficiently dissipate the heat
that is produced. Increasing the electric fields
produces very efficient separations and
reduces separation times.

Gas Adulterants (See method description in this manual)
Chromatography/Mass | (e.g.,
Spectrometry (GC/MS) | glutaraldehyde,

pyridine)

Inductively-Coupled
Plasma-Mass
Spectrometry (ICP-
MS)

Adulterants
(e.g., chromium
VI, halogens)

An analytical method in which the sample is
introduced into a radio-frequency (RF)
induced plasma in the form of a solution,
vapor or solid. The temperature of the
plasma may reach up to 6000 K at the center
and 8000 K at its periphery. The high thermal
energy and electron-rich environment of the
ICP results in the conversion of most atoms
into ions. A quadrupole mass spectrometer
permits the detection of ions at each mass in
rapid sequence, allowing signals of individual
isotopes of an element to be scanned.

Multi-wavelength

Adulterants

A method that measures multiple wavelengths

spectrometry (MWS) (e.g., nitrite, of light (or other electronic transmissions) to
chromium VI, identify an analyte. The method generates
halogens, corrected absorbance values that are related
surfactants) to the analyte concentration.
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Method Analytes Description

lon Chromatography Adulterants A form of liquid chromatography that uses ion-

(IC) (e.g., nitrite, exchange resins to separate atomic or
chromium VI, molecular ions based on their interaction with
halogens) the resin. Its greatest utility is for analysis of

anions for which there are no other rapid
analytical methods. It is also commonly used
for cations and biochemical species such as
amino acids and proteins.

High-Performance
Liquid
Chromatography
(HPLC)

Adulterants
(e.g., nitrite,
chromium VI)

A chromatographic technique for separating
and analyzing chemical substances in
solution. Separation is based on absorption,
partition, ion exchange, or size exclusion.
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Table 3. Some Products Containing Opiates

Drug Prescription Products

Non-Prescription Products®

Ambenyl with Codeine®

Kaodene with Codeine®

Codimal PH® Syrup®

Fioricet with Codeine®

Fiorinal with Codeine®

Codeine  "Gjatuss A.C. ®

Phenaphen with Codeine®

Robitussin-DAC®

Triacin-C®

Tylenol with Codeine®

Avinza®

Donnagel-PG®>

Astramorph PF®

Infantol Pink®?

Depodur®

Kaodene with Paregoric®*°

Morphine [ Duramorph®

Quiagel PG®?

Kadian®

MS Contin Tablets®

Oramorph SR®

Roxanol®

Paregoric®®

'Each listed non-prescription product is used as an anti-diarrheal. They are generally availably over-the-
counter; however, non-prescription sale is prohibited in some States.

The non-prescription morphine products listed contain opium.

3paregoric alone is a Schedule Ill prescription drug, but in combination with other substances is a

Schedule V over-the-counter product.
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Table 4. Some Products Containing Amphetamines

Substances Products
Substances known to contain d- Adderall®
amphetamine or racemic d,l-amphetamine Dexedrine®
DextroStat®
Substances known to contain d- Desoxyn®

methamphetamine

Benzphetamine (Didrex®)
Dimethylamphetamine
Substances known to metabolize to Famprofazone
methamphetamine (and amphetamine) Fencamine

Furfenorex
Selegiline (Alzene®, Carbex®, Deprenyl®,
Eldepryl®)

Amphetaminil
Clobenzorex
Ethylamphetamine

Substances known to metabolize to Fenethylline

amphetamine Fenproporex
Mefenorex
Mesocarb
Prenylamine
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Table 5. MRO Actions for Single Specimen/Bottle A Reports

Laboratory Result

MRO Action

Negative

Report the negative result.

Negative and
Dilute

Report the negative result and inform the Federal agency that the
next time the donor is selected for a drug test, the agency may
require the specimen to be collected using a direct observed
collection procedure.

Positive

Contact the donor to determine if he or she has a valid medical
explanation for the positive result. If the medical explanation for
the positive result appears to be:
a. Legitimate — Verify the result as negative and report a
negative result to the agency.
(It is recommended that the MRO contact the prescribing
physician to discuss the possible impact that the medication
may have on the safety aspects of the work performed by
the donor. The MRO may inform the Federal agency’s
designated representative that the donor is taking a
medication that is restricted for an individual in that
occupation or that the medication may affect the individual's
ability to perform a safety sensitive occupation.)
b. Not legitimate — Report the positive drug result to the
Federal agency.

Positive and
Dilute

If the positive drug test is verified as negative due to a valid
medical explanation — Report the specimen as negative and dilute
and inform the Federal agency that the next time the donor is
selected for a drug test the agency may require the specimen to
be collected using a direct observed collection procedure.

If the positive drug test is verified positive — Report the positive
result to the Federal agency but do not report that the specimen
was also dilute.

Substituted

Contact the donor to determine if he or she has a valid medical
explanation for the substituted result. If the medical explanation
for the substituted result appears to be:
a. Legitimate — Report a negative result to the Federal agency.
b. Not legitimate — Report a refusal to test (substituted) to the
Federal agency.
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Laboratory Result MRO Action

Contact the donor to determine if he or she has a valid medical
explanation for the adulterated result (Although the MRO is
Adulterated required to contact the donor and give the donor an opportunity to
explain the adulterated result, the program criteria for adulteration
definitively proves adulteration. There is no valid medical
explanation.) - Report a refusal to test (adulterated) to the Federal
agency.

Prior to reporting an invalid result to the MRO, the laboratory must
contact the MRO to decide whether additional/different testing
would be of use to obtain a definitive result

Contact the donor to determine if he or she has an explanation for

the invalid result.

o If the medical explanation for a first invalid result appears to

be:

Invalid Result a. Legitimate — Report the test as canceled with the reason for
the invalid result and inform the Federal agency that a
recollection is not required because the explanation
provided by the donor for the invalid result is acceptable
unless a negative drug test result is required based on the
reason for testing (e.g., pre-employment, return to duty,
follow-up).

b. Not legitimate — Report the test as canceled with the reason
for the invalid result and direct the Federal agency to
immediately collect another specimen using a direct
observed collection procedure.

o If a specimen is recollected using direct observation and is

invalid due to:

a. The same reason reported for the first specimen - Report
the canceled test with the reason for the invalid result and
recommend to the Federal agency that no further action be
taken.

b. A different reason than reported for the first specimen -
Report the result for the recollected specimen as a refusal
to test with the reason for the invalid result. (The reason for
reporting a refusal to test rather than reporting another
invalid result is that the donor must have managed to defeat
the drug test even though a direct observed collection
procedure was used.)
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Laboratory Result MRO Action

Multiple Non- Follow the review procedures above as appropriate for each
Negative Results | reported result and report all verified results.

Report the test as canceled along with the reason for the
Rejected for cancellation and inform the Federal agency that an immediate
Testing collection of another specimen is permitted, if a negative drug test
result is required based on the reason for testing (e.g., pre-
employment, return to duty, follow-up).
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Table 6. MRO Actions for Retest Specimen Reports
(Bottle B or Aliquot of Bottle A)

Laboratory Retest Result MRO Action
Reconfirmed Failed to Additional
Reconfirm Testing
Results’
Drug(s) Report as reconfirmed.
Adulterated Report as reconfirmed.
Substituted Report as reconfirmed.

Contact the donor to determine if he or she
has an explanation for the adulterated/
substituted result.

If the explanation for the
adulterated/substituted result appears to be:
e Legitimate - Report as failed to reconfirm

Adulterated (specify drug(s)) and cancel both tests.
Drug(s) _ e Not legitimate — Give the donor 72 hours
Substituted to request that Laboratory A tests Bottle

A for the adulterant/substitution.

1. If Bottle A contains the adulterant/is
substituted - Report as refusal to test
with the reason (adulterant
present/substituted)

2. If the donor chooses not to have
Bottle A retested - Report as failed to
reconfirm (specify drug(s)) and as
refusal to test with the reason
(adulterant present/substituted)

3. |If Bottle A does not reconfirm Bottle
B results (i.e., does not contain the
adulterant/is not substituted):

e Cancel both tests,

e Direct the Federal agency to
immediately collect another
specimen using a direct observed
collection procedure, and

¢ Notify the appropriate regulatory
office about the failure to
reconfirm and cancelled tests.

!Laboratory B conducts specimen validity tests to determine whether the failure to reconfirm the
drug(s) is because the retest specimen is adulterated/substituted/invalid.
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Laboratory Retest Result

MRO Action

Reconfirmed Failed to Additional
Reconfirm Testing
Results®
Prior to reporting as failed to reconfirm and
invalid to the MRO, the laboratory must contact
the MRO to decide whether testing at a third
Drug(s) Invalid laboratory would be of use to obtain a definitive
result.
Assuming the invalid result cannot be resolved:
e Report as failed to reconfirm (specify
drug(s)) with the reason for the invalid
result,
e Cancel both tests,
Direct the Federal agency to immediately
collect another specimen using a direct
observed collection procedure, and
Notify the appropriate regulatory office about
the failure to reconfirm and cancelled tests.
Not Prior to reporting as failed to reconfirm to the
adulterated MRO, if the laboratory believes the drug may
be present, the laboratory must contact the
Drug(s) Not MRO to decide whether testing at a third
substituted laboratory would be useful.
e Report as failed to reconfirm (specify
Not invalid drug(s)),
e Cancel both tests, and
¢ Notify the appropriate regulatory office
about the failure to reconfirm and cancelled
tests.
e Report as failed to reconfirm (specify
Adulterated adulterant),
e Cancel both tests, and
¢ Notify the appropriate regulatory office
regarding the test results for the specimen.
e Report as failed to reconfirm (not
Substituted substituted),
e Cancel both tests, and
¢ Notify the appropriate regulatory office
regarding the test results for the specimen.

!Laboratory B conducts specimen validity tests to determine whether the failure to reconfirm the
drug(s) is because the retest specimen is adulterated/substituted/invalid.
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When Laboratory A reported multiple non-negative results (i.e., drug-positive, adulterated,
substituted) for the primary specimen and Laboratory B reconfirmed some but not all of the
results for the retest specimen, the MRO takes the following action:

o Report all reconfirmed results (specify drug(s)/adulterant/substituted) and all results
that failed to reconfirm (specify drug(s)/adulterant/not substituted).

e For specimens with at least one reconfirmed positive drug, inform the Federal
agency that it may take action based on the reconfirmed drug result(s):

0 Regardless of Laboratory B’s failure to reconfirm the other drug(s) reported
positive in the primary specimen

0 Regardless of whether Laboratory B found the retest specimen to be
adulterated, substituted, or invalid when performing SVT after failing to
reconfirm a drug

0 Regardless of whether Laboratory B reported the failure to reconfirm a drug
because the laboratory was unable to obtain valid confirmatory test results.

¢ Notify the appropriate regulatory office of the test results for the specimen.
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