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by the uniqueness of each Federal agency, its application outside
the Federal context must be flexible enough to accommodate the
needs of the great variety of employers, work sites, and
workforce characteristics which constitute the private and non-
Federal public American workplace.

This model plan was developed by a Federal interagency
coordinating group composed of representatives of the Department
of Health and Human Services, Office of Personnel Management, and
Department of Justice and distributed to Federal agencies by the
National Drug Policy Board to provide a prototype for developing
a drug-free workplace plan appropriate to each agency’s own
mission and work force.

There has been very little editing of the plan as distributed to
Federal agencies. Por the Federal audience, the use of the term
"Agency" throughout invited substitution of the specific agency
name. Private sector employers should substitute the name of
their business in most instances. The model plan contains
references to Federal authorities which do not impose
requirements on private employers. While those references are
retained for the purpose of reflecting the policies behind
provisions of the Federal model plan, it is expected that private
sector employers will modify the plan when they intend to
preserve the principle without referencing Federal law or
regulations.

Selected source documents for the Federal Drug-Free Workplace
Program are published as Appendices: Appendix A is Executive
Order 12564; Appendix B is section 503 of Pub. L. 100-71; and
Appendix C is the Mandatory Guidelines for Federal Workplace Drug
Testing Programs which include scientific and technical
requirements and provisions for certification of laboratories
engaged in urine drug testing for Federal agencies. They are
published along with the model in order to provide a framework
for the existing application of the model.

The National Institute on Drug Abuse is making this model
available, both for employers just initiating a program and for
those who may be re-examining provisions of an on-going program,
in the belief that the fight against illegal drugs in the
workplace is critical to the Nation’s war against drug use. This
model, with its five essential elements, is worthy of careful
consideration as employers chart or alter their course.

Deorlin B_ LSt

Charles R. Schuster, Ph. D.
Director
National Institute on Drug Abuse
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I. IRTRODUCTION

A. Background

On September 15, 1986, President Reagan signed Executive
Order 12564, establishing the goal of a Drug-Free Federal
Workplace. The Order made it a condition of employment for all
Federal employees to refrain from using illegal drugs on or off-
duty. In a letter to all executive branch employees dated
October 4, 1986, the President reiterated his goal of ensuring a
safe and drug-free workplace for all Federal workers.

The Executive Order recognized that illegal drug use is
seriously impairing a portion of the national work force,
resulting in the loss of billions of dollars each year. As the
largest employer in the Nation, the Federal Government has a
compelling proprietary interest in establishing reasonable
conditions of employment. Prohibiting employee drug use is ormne
such condition. The [Agency] is concerned with the well-being of
its employees, the successful accomplishment of agency missions,
and the need to maintain employee productivity. The intent of
the policy is to offer a helping hand to those who need it, while
sending a clear message that any illegal drug use is, quite
simply, incompatible with Federal service.

On July 11, 1987, Congress passed legislation affecting
implementation of the Executive Order under Section 503 of the
Supplemental Appropriations Act of 1987, Pub. L, 100-71, 101
Stat. 391, 468-471, codified at 5 U.S.C. §7301 note (1987),
(hereafter, the "Act"), in an attempt to establish uniformity
among Federal agencies’ drug testing plans, reliable and accurate
drug testing, employee access to drug testing records,
confidentiality of drug test results, and centralized oversight
of the Federal Government’s drug testing progr:zm.*

*NOTE TO PRIVATE SECTOR USERS OF THIS MODEL PLAN:

Since section 503 of Pub. L. 100-71 places most
attention on the drug testing component (the most
sensitive aspect) of a comprehensive drug-free
workplace program, compliance with its requirements
stimulates in the Federal model plan an initial focus
on the drug testing component of the Drug-Free Federal
Workplace Program. Nevertheless, all Federal agencies’
drug-free workplace plans implementing Executive Order
12564 are comprehensive and should be viewed as a
whole; i.e., each agency has a written policy, provides
for education of employees, training for supervisors,
access to an employee assistance program, and for
identification of illegal drug use.
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The purpose of the [Agency] Drug-Free Workplace Plan is to
set forth objectives, policies, procedures, and implementation
guidelinea, to achieve a drug-free Federal workplace, consistent
with the Executive Order and Section 503 of the Act.

B. Statement of Policy

The [Agency], as a result of its [describe type of]
responsibilities, as well as the sensitive nature of its work,
has a compelling obligation to eliminate illegal drug use from
its workplace.

[Insert a one page summary that describes the two or three
most significant aspects of your agency’s mission. The summary
should convey to the uninitiated reader, why drug testing is
necessary at your agency. The purpose of the summary is to
explicitly describe your agency’s mission, and how illegal drug
use would impact the accomplishment of that mission. 1In
preparing this summary, a review of the following documents from
your agency may help in identifying examples of the adverse
impact which illegal drug use has had or could have on your
agency mission: (1) perscnnel records; (2) security clearance
revocations; (3) EAP records; (4) Merit Systems Protection Board
actions; and any other relevant agency records to glean effective
examples regarding public health, safety or security risks which
have occurred in the past. Large numbers are neither necessary
nor essential. The preamble focuses on the magnitude of risk of
even one employee using illegal drugs. ]

The mark of a successful drug-free workplace program also
depends on how well the [Agency] can inform its employees of the
hazards of drug use, and on how much assistance it can provide
drug users. Equally important is the assurance to employees that
personal dignity and privacy will be respected in reaching the
[Agency’8] goal of a drug-free workplace. Therefore, this plan
includes policies and procedures for: (1) employee assistance;
(2) supervisory training; (3) employee education; and (4)
identification of illegal drug use through drug testing on a
carefully controlled and monitored basis.



c. Nature, Frequency, and Type of Druq Testing to be Instituted

Section 503 of the Act requires the [Agency] Plan to specify
the nature, frequency, and type of drug testing to be instituted.
The [Agency] Plan includes the following types of drug testing:
(1) Applicant testing; (2) Random testing of those employees in
sensitive positions that have been designated as testing
designated positions; (3) Reasonable suspicion testing; (4)
Accident or unsafe practice testing; (5) Voluntary testing, and
(6) Testing as part of or as a follow-up to counseling or
rehabilitation.

The frequency of testing for random testing, voluntary
testing, and follow-up testing is specified in Section XV,
Section XII(B), and Section XII(C), respectively. The [Agency
Head] reserves the right to increase or decrease the frequency of
testing based on the Agency’s mission, need, availability of
resources, and experience in the program, consistent with the
duty to achieve a drug-free workplace under the Executive Order.

D. Drugs for Which Individuals Are Tested

Section 503 of the Act requires the [Agency] to specify the
drugs for which individuals shall be tested. The [Agency] will
test for the following drugs: Marijuana, Cocaine. [Agency may
also add Amphetamines, Opiates, and Phencyclidine (PCP). If the
Agency desires to test for any other drug, advance written
approval from the Secretary, Department of Health and Human
Services is required.)

E. Scope

Upon certification by the Department of Health and Human
Services in accordance with Section 503 of the Act, this order
shall be eifective immediately for all [list divisions of the
agency which will be affected by the order].

F. Union Cooperation

The active participation and support of labor organizations
can contribute to the success of this program. Management will
seek ways in which recognized bargaining unit representatives
might assist in program implementation, such as in acquainting
employees with rehabilitation facilities and by enhancing
employee confidence in the program. Management will continue to
observe agreements already reached, will include union
representatives in general orientation programs, and will
continue to meet its obligations under Title VII of the Civil
Service Reform Act of 1978.
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G. References

1.

Authorities

a. Executive Order 12564;

b. Executive Order 10450;

c. Executive Order 12356;

d. Section 503 of the Supplemental Appropriations Act
of 1987, Pub. L. 100-71, 101 Stat. 391, 468-471,
codified at 5 U.S5.C. §7301 note (1987);

e. Mandatory Guidelines for Federal Workplace Drug
Testing Programs, which includes Scientific and
Technical Requirements and Certification of
Laboratories Engaged in Urine Drug Testing,

53 FR 11970 (1988);

f. Civil Service Reform Act of 1978, Pub. L. 95-454;

g. Sections 523 and 527 of the Public Health Service
Act and implementing regulations at 42 CFR Part 2,
Confidentiality of Alcohol and Drug-Abuse Patient
Treatment Records:;

h. The Privacy Act of 1974 (5 U.S.C. §552a), ‘
prescribing requirements governing the maintenance
of records by agencies pertaining to individualsg
and access to these records by the individual(s)
to whom they pertain;

i. Regulations implementing the Privacy Act of 1974
for the [Agency]:;

j. Federal Employees Substance Abuse Education and
Treatment Act of 1986, Pub. L. 99-570;

k. [Add any relevant Agency orders, including
appropriate personnel orders. ]}

Guidance

a. Office of Personnel Management (OPM), Federal

Personnel Manual (FPM) Letters 792-16 (November
28, 1986), and 792-17 (March 9, 1987), and any
subsequent FPM letters setting forth guidelines
for Federal civilian agencies in establishing a
drug-free workplace pursuant to Executive Order
12564;



FPM Chapter 792, Federal Health and Counseling
Programs, providing guidance to Federal agencies
in establishing alcoholism and drug abuse programs
(subchapter 5) and employee counseling services
programs (subchapter 6) for Federal employees with

alcohol or drug problems;

FPM Supplement, Chapter 792-2, providing guidance
for developing and maintaining appropriate
prevention, treatment and rehabilitation programs
and services for alcoholism and drug abuse among
Federal employees;

[Appropriate Agency personnel manual implementing
FPM Chapter 792 and FPM Supplement, Chapter 792-2
within the Agency. ]



ITI. DEFINITIONS
Applicant means any individual tentatively selected--

1. For employment with the [Agency]; or

2. For a Testing Designated Position, and who has not,
immediately prior to the selection, been subject to
random testing.

Employee Assistance Program (EBAP) means the [Agency]-based
counseling program that offers assessment, short-term
counseling, and referral services to employees for a wide
range of drug, alcohol, and mental health problems, and
monitors the progress of employees while in treatment.

Employee Assistance Program Administrator means the
individual responsible for ensuring the development,
. '‘plementation and review of the agency EAP.

Employee Assistance Program Coordinator means the individual
designated by the EAP Administrator to be responsible for
implementing and operating the EAP within the [Agency]
component assigned to the coordinator, by providing
counseling, treatment, and education services to employees
and supervisors regarding the [component] EAP.

Medical Review Officer means the individual responsible for
receiving laboratory results generated from the [Agency]
Drug-Free Workplace Program who is a licensed physician with
knowledge of substance abuse disorders and the appropriate
medical training to interpret and evaluate all positive test
results together with an individual’s medical history and
any other relevant biomedical information.

Illegal Drugs means a controlled substance included in
Schedule I or II, as defined by section 802(6) of Title 21
of the United States Code, the possession of which is
unlawful under chapter 13 of that Title. The term "illegal
drugs" does not mean the use of a controlled substance '
pursuant to a valid prescription or other uses authorized by
law.

Random Testing means a system of drug testing imposed
without individualized suspicion that a particular
individual is using illegal drugs, and may either be:

1. Uniform-unannounced testing of testing designated
employees occupying a specified area, element or
position; or

2. A statistically random sampling of such employees based
on a neutral criterion, such as social security
numbers.
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Employees in Sensitive Positions means:

1.

Employees in positions designated by the [Agency head]
as Special Sensitive, Critical Sensitive, or
Noncritical-Sensitive under Chapter 731 of the Federal
Personnel Manual, or employees in positions designated
by the [Agency head] as sensitive in accordance with
Executive Order No. 10450, as amended:

Employees granted access to classified information or
who may be granted access to classified information
pursuant to a determination of trustworthiness by the
[Agency head] under Section 4 of Executive Order No.
12356;

Individuals serving under Presidential appointments;

Law enforcement officers as defined in
5 U.S.C. §8331(20) and 8401(17); or

Other positions that the [Agency head] determines
involve law enforcement, national security, the
protection of life and property, public health or
safety, or other functions requiring a high degree of
trust and confidence.

Supervisor means an employee having authority to hire,
direct, assign, promote, reward, transfer, furlough, layoff,
recall, suspend, discipline, or remove other employees, to
adjust their grievances, or to effectively recommend such
action, if the exercise of the authority is not merely
routine or clerical in nature, but requires the consistent
exercise of independent judgement. 5 U.S.C. §7103 (a)(10).

Testing Designated Positions (TDPs) means employment
positions within the [Agency] which have been designated for
random testing under Section IX(B) of this plan.

Verified Positive Teset Result means a test result that was
positive on an initial FDA-approved immunoassay test,
confirmed by & Gas Chromatography/Mass Spectrometry assay,
(or other confirmatory tests approved by the Department of
Health and Human Services), and reviewed and verified by the
Medical Review Officer in accordance with this plan and the
Mandatory Guidelines for Federal Workplace Drug Testing
Programs.



IIY. EMPLOYEE ASSISTANCE PROGRAMS

A. Function

The [Agency] EAP plays an important role in preventing and
resolving employee drug use by: demonstrating the [Agency’s]
commitment to eliminating illegal drug use; providing employees
an opportunity, with appropriate assistance, to discontinue their
drug use; providing educational materials to supervisors and
employees on drug use issues; assisting supervisors in
confronting employees who have performance and/or conduct
problems and making referrals to appropriate treatment and
rehabilitative facilities; and follow-up with individuals during
the rehabilitation period to track their progress and encourage
successful completion of the program. The EAP, however, shall
not be involved in the collection of urine samples or the initial
reporting of test results. Specifically, the EAP shall--

1. Provide counseling and assistance to employees who
self-refer for treatment or whose drug tests have been
verified positive, and monitor the employees’ progress
through treatment and rehabilitation;

2, Provide needed educaticn and training to all levels of
the [Agency] on types and effects of drugs, symptoms of
drug use and its impact on performance and conduct,
relationship of the EAP to drug testing, and related
treatment, rehabilitation, and confidentiality issues;

3. Ensure that confidentiality of test results and related
medical treatment and rehabilitation records is
maintained in accordance with Section XIV.

B. Referral and Availability

Any empioyee found to be using drugs shall be referred to
the EAP. The EAP shall be administered separately from the
testing program, and shall be available to all employees without
regard to a finding of drug use. The EAP shall provide
counseling or rehabilitation for all referrals, as well as
education and training regarding illegal drug use. The EAP is
available not only to [Agency] employees, but, when feasible, to
the families of employees with drug problems, and to employees
with family members who have drug problems.



In the event the employee is not satisfied with the program
of treatment or rehabilitation, such employee may seek review of
the EAP Counselor’s referral by notifying the EAP Administrator
prior to completion of the program. The decision of the EAP
Administrator shall be final and shall not be subject to further
administrative review. Regardless of the treatment program
chosen, the employee remains responsible for successful
completion of the treatment, and assertions that the counselor
failed to consider one or more of the factors in Section VI(D)(5)
in making a referral shall not constitute either an excuse for
continuing to use illegal drugs or a defense to disciplinary
action if the employee does not complete treatment.

C. Leave Allowance

Employees shall be allowed up to one hour (or more as
necessitated by travel time) of excused absence for each
counseling session, up to a maximum of [state limit here], during
the assessment/referral phase of rehabilitation. Absences during
duty hours for rehabilitation or treatment must be charged to the
appropriate leave category in accordance with law and leave
regulations.

D. Records and Confidentiality

All EAP operations shall be confidential in accordance with
Section XIV of this plan relating to records and confidentiality.

E. tructure

The [appropriate division of the agency] shall be
responsible for oversight and implementation of the [Agency] EAP,
and will provide, with the support of the [Agency head], high
level direction and promotion of the EAP.

[Describe more fully the structure of the agency’s EAP --
in-house, contracted, regional locations, etc.]



IV. SUPERVISORY TRAINING

A. Objectives

As supervisors have a key role in establishing and
monitoring a drug-free workplace, the [Agency] shall provide
training to assist supervisors and managers in recognizing and
addressing illegal drug use by agency employees. The purpose of
supervisory training is to understand--

1. Agency policies relevant to work performance problems,
drug use, and [the Agency] EAP;

2. The responsibilities of offering EAP services;

3. How employee performance and behavioral changes should

be recognized and documented;

4. The roles of the Medical Review Officer, medical staff,
supervisors, personnel, and EAP personnel;

5. The ways to use [the Agency] EAP;

6. How the EAP is linked to the performance appraisal and
the disciplinary process; and

7. The process of reintegrating employees into the .
workforce.

B. Implementation

The [appropriate division of the agency] shall be
responsible for implementing supervisory training, and shall
develop a training package to ensure that all employees and
supervisors are fully informed of the [Agency] Drug-Free
Workplace Plan.

C. Training Package

Supervisory training shall be required of all supervisors
and may be presented as a separate course, or be included as part
of an ongoing supervisory training program. Training shall be
provided as soon as possible after a person assumes supervisory
responsibility. Training courses should include--

1. Overall Agency policy;

2. The prevalence of various employee problems with
respect to drugs and alcchol; ’
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9.
10.

The EAP approach to handling problems including the
supervisor’s role and relationship to EAP;

How to recognize employees with possible problems;
Documentation of employee performance or behavior;
Skills in confronting employees with possible problems;
Agency procedures for referring employees to EAP;
Disciplinary action, and removals from sensitive
positions as required by Section 5(c) of the Executive
Order;

Reintegration of employees into the workforce; and

Written materials which the supervisor can use at the
work site.

- 11 -



A.

V. EMPLOYEE EDUCATIOR

Objectives

The EAP Administrator shall offer drug education to all
[Agency] employees. Drug education should include education and
training to all levels of the [Agency] on--

1.
2 .

Types and effects of drugs;

Symptoms of drug use, and the effects on performance
and conduct;

The relationship of the EAP to drug testing; and

Other relevant treatment, rehabilitation, and
confidentiality issues.

Means of Education

Drug education activities may include:

1,
20

-~

Je

4.

Distribution of written materials;

Videotapes;

Lunchtime employee forums; and

Employee drug awareness days.

- 12 -



VI. SPECIAL DUTIES AND RESPONSIBILITIES

{Smaller agencies may choose to combine several of the
duties listed into a single position upon advice from
the Department of Health and Human Services. ]

A. Drugq Program Coordinator

Each [operating or other appropriate element] shall have a
Drug Program Coordinator assigned to carry out the purposes of
this plan. The Drug Program Coordinator shall be responsible for
implementing, directing, administering, and managing the drug
program within the [operating element}. The Drug Program
Coordinator shall serve as the principal contact with the
laboratory and for collection activities in assuring the
effective operation of the testing portion of the program. In
carrying out his responsibilities, the Drug Program Coordinator
shall, among other duties:

1. Arrange for all testing authorized under this order;

2. Ensure that all employees subject to random testing
receive individual notice as described in Section
VII(B) of this plan, prior to implementation of the
program, and that such employees return a signed
acknowledgment of receipt form;

3. Document, through written inspection reports, all
results of laboratory inspections conducted;

4. Coordinate with and report to the [Agency head] on Drug
Program Coordinator activities and findings that may
affect the reliability or accuracy of laboratory
results;

5. In coordination with the EAP Administrator, publicize
and disseminate drug program educational materials, and
oversee training and education sessions regarding drug
vuse and rehabilitation; and

6. Coordinate all Drug Program Coordinator duties in field
offices wherever possible to conserve resources and to
efficiently and speedily accomplish reliable and
accurate testing objectives.

- 13 -



C.

Employee Assistance Program Administrator

The EAP Administrator shall: ' .
1. Receive verified positive test results from the Medical
Review Officer;
2. Asgume the lead role in the development,
implementation, and evaluation of the EAP;
3. Supervise and designate the headquarters EAP
Coordinator and counselors,; and assist them in
establishing field office EAPs; and
4. Advise [Agency] components on the submission of annual

statistical reports, and prepare consolidated reports
on the [Agency’s] EAP activity.

Employee Assistance Program Coordinator
The EAP Coordinator shall:

1.

2.

Implement and operate the EAP within the [Agency]
component assigned to the coordinator;

Provide counseling and treatment services to all
employees referred to the EAP by their supervisors or '
on self-referral, and otherwise offer employees the
opportunity for counseling and rehabilitation;

Coordinate with the [Agency mead], the Medical Review
Officer and supervisors, as appropriate;

Work with the Drug Program Coordinator to provide
educational materials and training to managers,
supervisors, and employees on illegal drugs in the
workplace;

Assist supervisors with performance and/or personnel
problems that may be related to illegal drug use;

Monitor the progress of referred employees during and
after the rehabilitation period, and provide feedback
to supervisors in accordance with 42 CFR Part 2,
Confidentiality of Alcohol and Drug Abuse Patient
Records;

- o



D.

7. Ensure that training is provided to assist supervisors
in the recognition and documentation of facts and
circumstances. that support a reasonable suspicion that
an employee may be using illegal drugs;

8. Maintain a list of rehabilitation or treatment
organizations which provide counseling and
rehabilitative programs, and include the following
information on each such organization:

a. Name, address, and phone number;

b. Types of services provided;

c. Hours of operation, including emergency hours;
d. The contact person’s name and phone number;

e. Fee structure, including insurance coverage;
£. Client specialization; and

g. Other pertinent information; and

9. Periodically visit rehabilitative or treatment
organizations to meet administrative and staff members,
tour the site, and ascertain the experience,
certification and educational level of staff, and the
organization’s policy concerning progress reports on
clients and post-treatment follow-up.

Employee Asgistance Counselors

The Employee Assistance Counselors shall--

1. Serve as the initial point of contact for employees who
ask or are referred for counseling;

2. Be familiar with all applicable law and regulations,
including drug treatment and rehabilitation insurance
coverage available to employees through the Federal
Employee Health Benefits Program;

3. Meet the qualifications as determined by the EAP
Administrator and be trained in counseling employees in
the occupational setting, and in identifying drug use;

4. Document and sign the treatment' plan prescribed for all
employees referred for treatment, after obtaining the
employee’s signature on this document; and
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E.

5. In making referrals, consider the--

a. Nature and severity of the problem; : ‘
b. Location of the treatment;

c. Cost of the treatment;

d. Intensity of the treatment environment;

e. Availability of inpatient/outpatient care;

£. Other special needs, such as transportation and
child care; and

g. The preferences of the- employee.

Medical Review Officer Each [Agency or other appropriate
element] shall have an Medical Review Officer assigned to

carry out the purposes of this Order. The Medical Review
Officer shall, among other duties:

1. Receive all laboratory test results;

2. Assure that an individual who has tested positive has
been afforded an opportunity to discuss the test result
in accordance with Section XIII(D) of this plan; .

3. Consistent with confidentiality requirements, refer
written determinations regarding all verified positive
test results to the EAP Administrator, and the
[appropriate official], including a positive drug test
result form indicating that the positive result has
been verified, together with all relevant documentation
and a summary of findings;

4, Confirm with the appropriate personnel official whether
an individual who has been tentatively selected for
employment with the [Agency] has obtained a verified
positive test result;

5. Coordinate with and report to the [Agency head] on all
activities and findings on a regular basis;

6. Coordinate all Medical Review Officer duties in field
offices wherever possible to conserve resources and to
efficiently and speedily accomplish reliable and
accurate testing objectives.
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P. Supervisors

Supervisors will be trained to recognize and address illegal
drug use by employees, and will be provided information regarding
referral of employees to the EAP, procedures and requirements for
drug testing, and behavioral patterns that give rise to a
reasonable suspicion that an employee may be using illegal drugs.
Except as modified by the [Agency head] to suit specific program
responsibilities, first-line supervisors shall:

1. Attend training sessions on illegal drug-use in the
workplace;
2. Initiate a drug test based on reasonable suspicion as

described in Section X;

3. Refer employees to the EAP for assistance in obtaining
counseling and rehabilitation, upon a finding of
illegal drug use;

4. Initiate appropriate disciplinary action upon a finding
of illegal drug use; and

5. In conjunction with personnel specialists, assist
higher-level supervisors and the EAP Administrator in
evaluating employee performance and or personnel
problems that may be related to illegal drug use.

A higher-level supervisor shall review and concur, in
advance, with all tests ordered on the basis of a reasonable
suspicion in accordance with Section X.

G. Implementation

At the direction of the [appropriate agency official], each
[operating unit head] shall implement the Drug-Free Workplace
Plan within {the operating unit head’s division], and ensure that
the Plan is efficiently and effectively accomplished in
accordance with this order and all other applicable regulations.
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H. General Prggrgg[Structural Provisions

The [appropriate agency official] shall develop
implementation procedures to enable [Agency field offices]
efficiently and swiftly to implement all aspects of this order,
taking into account the unique geographical, personnel, budgetary
and other relevant factors of the field offices. Such procedures
will permit field office implementation to proceed independently
of headquarters implementation, and of any field office situs
implementation. Testing may proceed under this order as soon as
any field office or operating site is prepared to commence
testing, and without regerd to whether any other field office or
operating site or headquarters is prepared to commence with
testing. Such procedures shall also encourage cooperation and
coordination among components 8o as to conserve resources and
efficiently implement this order. [Agencies should give careful
consideration to overall structures and determine whether
additional management analysis provisions should be added. ]

I. vernment ntra s

Wherever existing facilities are inadequate to implement
this order, the [appropriate agency official] shall:

1. Act as Contracting Officer for the administration of
all related contracts;

2. Ensure that contract laboratories chosen to perform the
drug screening tests are duly certified according to
subpart C of the Mandatory Guidelines for Federal
Workplace Drug Testing Programs and that any other
contracts to implement this Order conform to the
technical specifications of the Mandatory Guidelines;
and

3. Establish, by contract or with [Agency] employees as
deemed appropriate, the positions and specific
respongibilities of the Drug Program Coordinator and
the Medical Review Officer as required by the Mandatory
Guidelines.
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VII. NOTICE

A. General Notice

A general notice from the [Agency head] announcing the
testing program, as required by the Executive Order Section 4(a),
will be provided to all employees no later than sixty (60) days
prior to the implementation date of the Plan. The notices shall
be provided immediately upon completion of the congressional
certification procedures pursuant to Section 503 of the Act, and
shall explain:

The purpose of the Drug-Free Workplace Plan;

That the Plan will include both voluntary and mandatory
testing;

That those who hold positions selected for random
testing will also receive an individual notice, prior
to the commencement of testing, indicating that their
position has been designated a Testing Designated
Position;

The availability and procedures necessary to obtain
counseling and rehabilitation through the EAP;

The circumstances under which testing may occur;
That opportunity will be afforded to submit medical
documentation of lawful use of an otherwise illegal
drug;

That the laboratory assessment is a series of tests
which are highly accurate and reliable, and that, as an

‘added safeguard, laboratory results are reviewed by the

Medical Review Officer;

That positive test results verified by the Medical
Review Officer may only be disclosed to the employee,
the appropriate EAP administrator, the appropriate
management officials necessary to process an adverse
action against the employee, or a court of law or
administrative tribunal in any adverse personnel
action;

That all medical and rehabilitation records in an EAP
will be deemed confidential "patient" records and may
not be disclosed without the prior written consent of
the patient, an authorizing court order, or otherwise
as permitted by Federal law implemented at

42 CFR Part 2.
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B. Individual Notice

In addition to the information provided in the general
notice, an individual notice will be distributed to all employees
in testing designated positions explaining:

1. That the employee’s position has been designated a
"testing designated position;"

2. That the employee will have the opportunity to
voluntarily admit to being a user of illegal drugs and
to receive counseling or rehabilitation, [If there is
no safe harbor*, add: "in which case disciplinary
action is not required;®" If there is a safe harbor,
add: "and shall not be subject to disciplinary
action.“];

*Refer to Section VIII(F) for safe harbor option to
create an absolute bar to disciplinary action for
certain volunteers.

3. That the employee’s position will be subject to random
testing no sooner than thirty days following the
notice.

c. Signed Acknowledgement

Each employee in a Testing Designated Position shall be
asked to acknowledge in writing that the employee has received
and read the notice which states that the employee’s position has
been designated for random drug testing, and that refusal to
submit to testing will result in initiation of disciplinary
action, up to and including dismissal. If the employee refuses
to sign the acknowledgement, the employee’s supervisor shall note
on the acknowledgement form that the employee received the
notice. This acknowledgement, which is advisory oanly, shall be
centrally collected for easy retrieval by the [operating unit
head]. An employee’s failure to sign the notice shall not
preclude testing that employee, or otherwise affect the
implementation of this order since the general sixty-day notice
will previously have notified all agency employees of the
requirement to be drug-free.
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D. Administrative Relief

If an employee believes his or her position has been wrongly
designated a Testing Designated Position, that employee may file
an administrative appeal to [specify the designated official] who
has authority to remove the employee from the Testing Designated
Position list. The appeal must be submitted by the employee, in
writing, to [the designated official] within 15 days of
notification, setting forth all relevant information. The
[designated official] shall review the appeal based upon the
criteria applied in designating that employee’s position as a
Testing Designated Position. The [official’s] decision is final
and is not subject to further administrative review.
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VIII. FINDIRNRG OF DRUG USE AND DISCIPLINARY CONSEQUENCES

A. Determination

An employee may be found to use illegal drugs on the basis
of any appropriate evidence including, but not limited to:

1. Direct observation;

2. Evidence obtained from an arrest or criminal
conviction;

3. A verified positive test result; or

4. An employee’s voluntary admission.

B. Mandatory Administrative Actions

The [Agency] shall refer an employee found to use illegal
drugs to the EAP, and, if the employee occupies a sensitive
position, immediately remove the employee from that position
without regard to whether it is a Testing Designated Position.
At the discretion of the [Agency head], however, and as part of
an EAP, an employee may return to duty in a sensitive position if
the employee’s return would not endanger publlc health or safety
or national security. .

C. Range of Consequences

Disciplinary action taken against an employee found to use
illegal drugs may include the full range of disciplinary actions,
including removal. The severity of the action chosen will depend
on the circumstances of each case, and will be consistent with
the Executive Order. The [Agency] shall initiate disciplinary
action against any employee found to use. illegal drugs.

[Insert either: ]

<

a. provided that such action is not required for an
employee who voluntarily admits to illegal drug use, and obtains
coungeling or rehabilitation and thereafter refrains from using
illegal drugs.

[oxr if a safe harbor existe, adds])
b. but shall not discipline an employee who voluntarily

admits to illegal drug use in accordance with subsection VIII(F)
of this plan.
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[In either case, add:]

Such disciplinary action, consistent with the requirements of any’
governing collective bargaining agreement and the Civil Service
Reform Act and other statutes, [Agency] orders, and regulations,
may include any of the following measures but some disciplinary
action must be initiated:

1. Reprimanding the employee in writing;

2. Placing the employee in an enforced leave status;

3. Suspending the employee for 14 days or less;

4. Suspending the employvee for 15 days or more;

5. Suspending the employee until the employee successfully
completes the EAP or until the [Agency] determines that

action other than suspension is more appropriate;

6. Removing the employee from service.

D. Initiation of Mandatory Removal From Service

The [Agency] shall initiate action to remove an employee
for:

1. Refusing to obtain counseling or rehabilitation through
an EAP as required by the Executive Order after having
been found to use illegal drugs;

2. Not refraining from illegal arug use after a firat
finding of such use.

All letters to proposgse and decide on a separation action
should be worked cut in consultation with the [appropriate
servicing personnel office].

E. Refusal to Take Drug Test When Required

An employee who refuses to be tested when so required will
be subject to the full range of disciplinary action, including
dismissal. No applicant who refuses to be tested shall be
extended an offer of employment. Attempts to alter or substitute
the specimen provided will be deemed a refusal to take the drug
test when required.
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F. Voluntary Referral .

Under Executive Order 12564, the [Agency] is required to
initiate action to discipline any employee found to use illegal
drugs in every circumstance except that such discipline is not
required for an employee who (1) voluntarily admits his or her
drug use; (2) completes counseling or an EAP; and (3) thereafter
refrains from drug use.

[If you do not wish to create an absolute bar to discipline
for .ndividuals who voluntarily come forward, insert the
following language: ]

The decision whether to.discipline a voluntary referral will
be made by the agency head on a case by case basis depending upon
the facts and circumstances. Although an absolute bar to
discipline cannot be provided for certain positions because of
their extreme sensitivity, the [Agency], in determining whether
to discipline, shall consider that the employee has come forward
voluntarily. In coming forward voluntarily, and consistent with
Section XII(B), an employee may volunteer for a drug test as a
means of identification. The results of this test, however,
shall not constitute a second finding of illegal drug use under
subsection (D).

[If you wish to create an absolute bar to discipline for .
individuals who voluntarily come forward, .insert the following
languages: ]

1. Because the Order permits an agency to create a "safe
harbor" for an employee who meets all three of these conditions,
the [Agency] has decided to create such a "safe harbor" and will
not initiate disciplinary action against employees who satisfy
the provisions of this Section.

2. A fundamental purpose of the [Agency‘’s]  Drug-Free
Workplace Plan is to assist employees who themselves are seeking
treatment for drug use. For this reason, the [Agency] will not
initiate disciplinary action against any employee who meets all
three of these conditions:

a. Voluntarily identifies him/herself as a user of illegal
drugs prior to being identified through other means;

b. Obtains counseling or rehabilitation through an EAP;
and

c. Thereafter refrains from using illegal drugs.
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This self-referral option allows any employee to step forward and
identify him/herself as an illegal drug user for the purpose of
entering a drug treatment program under the EAP. In stepping
forward, and consistent with Section XII(B), an employee may
volunteer for a drug test as a means of identification. Although
this self-identification test may yield a verified positive test
result, such result shall not subject an employee to discipline
assuming the three safe harbor requirements are met.

3. Since the key to this provision’s rehabilitative
effectiveness is an employee’s willingness to admit his or her
problem, this provision is not available to an employee who
requests protection under this provision after:

a. Being asked to provide a urine sample in accordance
with this plan; or

b. Having been found to have used illegal drugs pursuant
to Section VIII(A)(l) or VIII(A)(2).
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- IX. RANDOM TESTING

A. Sensitive Positions Designated for Random Testing

The Executive Order requires random testing for employees in
sensitive positions, subject to agency criteria. As specified in
Section XV of this plan, the [Agency head] has determined that
saome of these sensitive positions are testing designated
positions subject to random testing. The position titles
designated for random drug testing are listed in Section XV,
along with the criteria and procedures applied in designating
such positions for drug testing, including the justification for
such criteria and procedures. [Section XV must list those
positions designated for random testing and contain "drug impact
statements” describing the duties of each Testing Designated
Pogition and the risks of harm arising from illegal drug use by
an employee occupying that position. ]

B. Determining The Testing Designated Position

Among the factors the [Agency head] has considered in
designating a Testing Designated Position, are the extent to
which the [Agency]--

[Omit any factors which do not apply]

1. Considers its mission inconsistent with illegal drug
use;

2. Is engaged in law enforcement;

3. Must foster public trust by preserving employee

reputation for integrity, honesty and responsibility;

4, Has national security responsibilities;

5. Has drug interdiction responsibilities; or

6. Has positions which--
a. Authorize employees to carry firearms;
b. Give employees access to sensitive information;
c. Authorize employees to engage in law enforcement;
d. Require employees, as a condition of employment,

to obtain a security clearance; or

e. Require employees to engage in activities
affecting public health or safety.
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These positions are characterized by critical safety or
security responsibilities as related to the mission of the
[Agency]. The job functions associated with these positions
directly and immediately relate to public health and safety, the
protection of life and property, law enforcement, or national
security. These positions are identified for random testing
because they require the highest degree of trust and confidence.
The [agency head] reserves the right to add or delete positions
determined to be testing designated positions pursuant to the
criteria established in the Executive Oxder and this plan.
Moreover, the [Agency head] has determined, pursuant to 42 U.S.C.
290ee-1(b)(2)(B), that all positicns which have been or will be
designated as testing designated positions under this plan are
"sensitive positions" and are therefore exempted from coverage
under 42 U.S.C. 290ee-1(b).

C. Implementing Random Testing

In implementing the program of random testing the Drug
Program Coordinator shall--

1. Ensure that the means of random selection remains
confidential; and

2. Evaluate periodically whether the numbers of employees
tested and the frequency with which those tests will be
administered satisfy the [Agency’s] duty to achieve a
drug-free work force.

The number of sensitive employees occupying testing
designated positions and the frequency with which random tests
will be administered are specified in Section XV.

D. Notification of Selection

An individual selected for random testing, and the
individual’s first-line supervisor, sh#ll be notified the same
day the test is scheduled, preferably, within two hours of the
scheduled testing. The supervisor shall explain to the employee
that the employee is under no suspicion of taking drugs and that
the employee’s name was selected randomly.

E. Deferxral of Testing

An employee selected for random drug testing may obtain a
deferral of testing if the employee’s first-line and higher-level
supervisors concur that a compelling need necessitates a deferral
on the grounds that the employee is:
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1. In a leave status (sick, annual, administrative or
leave without pay); or

2. In official travel status away from the test site or is
about to embark on official travel scheduled prior to
testing notification.

An employee whose random drug test is deferred will be
subject to an unannounced test within the following 60 days.
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X. REASONABLE SUSPICION TESTING

A. Grounds

Reasonable suspicion testing may be based upon, among other
things:

1. Observable phenomena, such as direct observation of

drug use or possession 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
identification of an employee as the focus of a
crimiral investigation into illegal drug possession,
use, cr 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.

Although reasonable suspicion testing does not require
certainty, mere "hunches" are not sufficient to meet this

‘ standard.

B. Procedures

If an employee is suspected of using illegal drugs, the
appropriate supervisor will gather all information, facts, and
circumstances leading to and supporting this suspicion.

{Agencies should insert a higher-level approval requirement that
is consistent with their organizational structure. In some
agencies, this may be the next level supervisor or a higher-level
individual above the supervisor making the finding that a
reasonable suspicion of illegal drug use exists.]

When higher-level concurrence of a reasonable suspicion
determination has been made, the appropriate supervisor will
promptly prepare a written report detailing the circumstances
which formed the basis to warrant the testing. This report
should include the appropriate dates and times of reported drug
related incidents, reliable/credible souvrces of information,
rationale leading to the test, and the action taken.



cC. Obtaining the Sample

The employee may be asked to provide the urine sample under
observation in accordance with the criteria in Section XIII(B).

D. Supervisory Training

In accordance with Section IV, supervisors will be trained
to address illegal drug use by employees, to recognize facts that
give rise to a reasonable suspicion, and to document facts and
circumstances to support a finding of reasonable suspicion.
Failure to receive such training, however, shall not invalidate
otherwise proper reasonable suspicion testing.
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XI. APPLICANT TESTING

A. Obiectives

To maintain the high professional standards of the
[Agency’s] workforce, it is imperative that individuals who use
illegal drugs be screened out during the initial employment
process before they are placed on the employment rolls of the
[Agency]. This procedure will have a positive effect on reducing
instances of illegal drug use by employees working within the
[Agency], and will provide for a safer work environment. For
these reasons, drug testing shall be required of all applicants
as defined in Sectinn II.

B. Vacancy Announcements

Every vacancy announcement for positions designated for
applicant testing shall state:

"All applicants tentatively selected for this
position will be required to submit to
urinalysis to screen for illegal drug use
prior to appointment."

In addition, each applicant will be notified that
appointment to the position will be contingent upon a negative
drug test result. Failure of the vacancy announcement to contain
this statement notice will not preclude applicant testing if
advance written notice is provided applicants in some othexr
manner.

C. Procedures

The Drug Program Coordinator shall direct applicants to an
appropriate ccllection facility. The drug test muat be
undertaken as soon after notification as possible, and no later
than 48 hours after notice to the applicant. Where appropriate,
applicants may be reimbursed for reasonable travel expenses.

Applicants shall be advised of the opportunity to submit
medical documentation that may support a legitimate use for a
specific drug and that such information will be reviewed only by
the Medical Review Officer to determine whether the individual is
licitly using an otherwise illegal drug.
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D. Personnel Officials

Upon notification that an individual has been tentatively
selected for employment with the [Agency], the [Manager of the
Personnel Division] shall assure, after consultation with the
Medical Review Officer, that a drug test has been conducted on
that individual and determine whether the test result is a
verified positive result.

E. Conseguences

The [Agency] will decline to extend a final uffer of
employment to any applicant with a verified positive test result,
and such applicant may not reapply to the [Agency] for a period
of six months. The Personnel Officer working on the applicant’s
certificate shall be directed to object to the applicant on the
basis of failure to pass the physical, a lack of personal
characteristics necessary to relate to public employment or
failure to support the goals of the [Agency]. The [Agency] shall
inform such applicant that a confirmed presence of an illegal
drug in the applicant’s urine precludes the [Agency] from hiring
the applicant.

- 32 -



XIX. ADDITIONAL TYPES OF DRUG TEBSTING

A. Accident or Unsafe Practice Testing

The [Agency] is committed to providing a safe and secure
work environment. Employees involved in on-the-job accidents or
who engage in unsafe on-duty job-related activities that pose a
danger to others or the overall operation of the [Agency], may be
subject to testing. Based on the circumstances of the accident
or unsafe act, the [operating unit head] may initiate testing
when such circumstances involve:s

[State criteria here. Consider the following example of
appropriate criteria:]

1. A death or personal injury requiring immediate
hospitalization, or

2. Damage to government or private property in excess of
$ .1

B. Voluntary Testing

In order to demonstrate their commitment to the [Agency’s]
goal of a drug-free workplace and to set an example for other
Federal employees, employees not in testing designated positions
may volunteer for unannounced random testing by notifying the
Drug Program Coordinator. These emplovees will then be included
in the pool of testing designated positions subject to random
testing, and be subject to the same conditions and procedures,
including the provisions of Section VIII(F). Volunteers shall
remain in the testing designated positions pool until they
withdraw from participation by notifying the Drug Program
Coordinator of such intent at least 48 hours prior to a scheduled
test.

C. Follow-up Testing

All employees referred through administrative channels who
undergo a counseling or rehabilitation program for illegal drug
use through the EAP will be subject to unannounced testing
following completion of such a program for a period of one year.
Such employees shall be tested at the frequency stipulated in the
abeyance contract, or, in the alternative, at an increased
frequency of [state frequency: e.g. once a month]. Such testing
ig distinct from testing which may be imposed as a component of
the EAP.

- 33 -



XIYI. TEST PROCEDURES IN GENERAL

A. Mandatory Guidelines for Federal Workplace Druq Testing

The [Agency] shall adhere to the Mandatory Guidelines for
Federal Workplace Drug Testing Programs promulgated by the
Department of Health and Human Services consistent with the
authority granted by Executive Order 12564, and to the
requirements of Section 503 of the Act. The [Agency’s] drug
testing component shall have professionally trained collection
personnel, quality assurance requirements for urinalysis
procedures, and strict confidentiality requirements.

B. Privacy Assured

Any individual subject to testing under this plan, shall be
permitted to provide urine specimens in private, and in a rest
room stall or similar enclosure so that the employee is not
observed while providing the sample. Collection site personnel
of the same gender as the individual tested, however, may observe
the individual provide the urine specimen when such personnel
have reason to believe the individual may alter or substitute the
specimen to be provided. Collection site personnel may have
reason to believe that a particular individual may alter or
substitute the specimen to be provided when -~

1. The individual--

a. Is being tested pursuant to Section X relating to
reasonable suspicion testing;

b. Has previously been found by the [Agency] to be an
illegal drug user; or

c. Has previously tampered with a sample; or
2. Facts and circumstances suggest that the individual--
a. Is an illegal drug user;
b. Is under the influence of drugs at the time of the
test; or

c. Has equipment or implements capable of tampering
with or altering urine samples; or

3. The specimen--

a. Has a temperature outside the range of 32.5-37.7
degrees C / 90.5-99.8 degrees F; or

b. Shows signs of contaminants.
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C. Failure to Appear for Testing

Failure to appear for testing without a deferral will be
considered refusal to participate in testing, and will subject an:
employee to the range of disciplinary actions, including
dismissal, and an applicant to the cancellation of an offer of
employment. If an individual fails to appear at the collection
site at the assigned time, the collector shall contact the Drug
Program Coordinator to obtain guidance on action to be taken.

D. Opportunity to Justify a Positive Test Result

When a confirmed positive result has been returned by the
laboratory, the Medical Review Qfficer shall perform the duties
set forth in the Mandatory Guidelimes. For example, the Medical
Review Officer may choose to conduct employee medical interviews,
review employee medical history, or review any other relevant
biomedical factors. The Medical Review Officer must review all
medical records made available by the tested employee when a
confirmed positive test could have resulted from legally
prescribed medication. Evidence to justify a positive result may
include, but is not limited to:

1. A valid prescription; or

2. A verification from the individual’s physician
verifying a valid prescription.

Individuals are not entitled, however, to present evidence
to the Medical Review Officer in a trial-type administrative
proceeding, although the Medical Review Officer has the
discretion to accept evidence in any manner the Medical Review
Officer deems most efficient or necessary. If the Medical Review
Officer determines there is no justification for the positive
result, such result will then be considered a verified positive
test result. The Medical Review Officer shall immediately
contact the EAP Administrator and appropriate management
official* upon obtaining a verified positive test result.

* The Mandatory Guidelines for Federal Drug-Free
Workplace Programs provide at 2.7(c), "Following
verification of a positive test result, the Medical
Review Officer shall refer the case to the agency
Employee Assistance Program and to the management
official empowered to recommend or take administrative
action."
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E. Employee Counseling and Assistance

While participating in‘'a counseling or rehabilitation
program, and at the request of the program, the employee may be
exempted from the random testing designated positions pool for a
period not to exceed sixty days, or for a time period specified
in an abeyance contract or rehabilitation plan approved by the
Agency head. Upon completion of the program, the employee
immediately shall be subject to follow-up testing pursuant to

Section XII(C).

¥. Savings Clause

To the extent that any of the procedures spscified in this
section are inconsistent with any of those specified in the
Mandatory Guidelines for Federal Workplace Drug Testing Programs
promulgated by the Department of Health and Human Services, or
any subsequent amendment thereto, such Mandatory Guidelines or
amendment shall supersede the procedures specified in this
section, but only to the extant of the inconsistency.
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XIV. RECORDS AND REPORTS

A. Confidentiality of Test Results

The laboratory may disclose laboratory test results only to
the Medical Review Officer or the staff of the Medical Review
Officer. Any positive result which the Medical Review Officer
justifies by acceptable and appropriate medical or scientific
documentation to account for the result as other than the
intentional ingestion of an illegal drug will be treated as a
negative test result and may not be released for purposes of
identifying illegal drug use. Test results will be protected
under the provisions of the Privacy Act, 5 U.S.C. §552a, et seq.,
and Section 503(e) of the Act, and may not be released in
violation of either Act. The Medical Review Officer may maintain
only those records necessary for compliance with this order. Any
records of the Medical Review Officer, including drug test
results, may be released to any management official for purposes
of auditing the activities of the Medical Review Officer, except
that the disclosure of the results of any audit may not include
personal identifying information on any employee.

In order to comply with Section 503(e) of the Act, the
results of a drug test of a [Agency] employee may not be
disclosed without the prior written consent of such employee,
unless the disclosure would be--

1. To the Medical Review Officer;

2. To the EAP Administrator in which the employee is
receiving counseling or treatment or is otherwisge
participating;

3. - To any supervisory or management official within the
[Agency] having authority to take adverse personnel
action against such emploves; or

4. Pursuant to the order of a court of competent
jurisdiction or where required by the United States
Government to defend against any challenge against any
adverse personnel action.

For purposes of this Section, "management official" includes
any management, government, security or personnel official whose
duties necessitate review of the test results in order to process
adverse personnel action against the employee. In addition, test
results with all identifying information removed shall also be
made available to [Agency] personnsl, including the Drug Program
Coordinator, for data collection and other activities necessary
to comply with Section 503(f) of the Act.
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B. Employee Access to Records

Any employee who is the subject of a drug test shall, upon' .
written request, have access to any records relating to--

1. Such employee’s drug test; and

2. The results of any relevant certification, review, or
revocaticn~of-certification proceedings, as referred to
in Section 503(a)(1)(A)(ii)(III) of the Act.

Except as authorized by law, an applicant who is the subject
of a drug test, however, shall not be entitled to this
information.

c. Confidentiality of Records in General

All drug testing information specifically relating to
individuals is confidential and should be treated as such by
anyone authorized to review or compile program records. 1In order
to efficiently implement this order and to make information
readily retrievable, the Drug Program Coordinator shall maintain
all records relating tc reasonable suspicion testing, suspicion
of tampering with evidence, and any other authorized
documentation necessary to implement this order.

All records and information of the personnel actions taken .
on employees with verified positive test results should be
forwarded to the [Servicing Personnel Office.] Such shall remain
confidential, locked in a combination safe, with only authorized
individuals who have a "need-to-know" having access to them.

D. Employee Assigtance Program Reccrds

The EAP Administrator shall maintain only those records
necessary t¢ comply with this order. After [an cperating unit
head] refers an employee to an EAP, the EAP will maintain all
records necessary to carry out its duties. All medical and or
rehabilitation recorde concerning the employee’s drug abuse,
including BAP records of the identity, diagnosis, prognosis, or
treatment are confidential and may ba disclosed only as
authorized by 42 CFR Part 2, including the provision of written
congent by the employee. With written consent, the patient may
authorize the disclosure of those records to the patient’s
employer for verification of treatment or for a general
evaluation of treatment progress. (42 CFR. §2.1 et seg. (1986),
revised regulations promulgated at 52 FR 21796, June 9, 1987).
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B. Maintenance of Records

The [Agency] shall establish or amend a recordkeeping system
to maintain the records of the [Agency’s] Drug-Free Workplace
Program consistent with the [Agency’s] Privacy Act System of
Records and with all applicable Federal laws, rules and
regulations regarding confidentiality of records including the
Privacy Act (5 U.S.C. §552a). If necessary, records may be
maintained as required by subsequent administrative or judicial
proceedings, or at the discretion of the [Agency head]. The
recordkeeping system should capture sufficient documents to meet
the operational and statistical needs of this order, and include:

1. Notices of verified positive test results referred by
the Medical Review Officer;

2. Written materials justifying reasonable suspicion
testing or evidence that an individual may have altered
or tampered with a specimen;

3. Anonymous statistical reports; and

4. Other documents the Drug Program Coordinator, Medical

Review Officer, or EAP Administrator deems necessary
for efficient compliance with this order.

P. Records Maintained By Government Contractors

Any contractor hired to satisfy any part of this order shall
comply with the confidentiality requirements of this order, and
all applicable Federal laws, rules, regulations and guidelines.

G. Statistical Information

The Drug Program Coordinator shall collect and compile
anonymous statistical data for reporting the number of--

1, Random tests, reasonable suspicion tests, accident or
unsafe practice tests, follow-up tests, or applicant
tests administered;

Verified positive test results;

. Voluntary drug counseling referrals;

Involuntary drug counseling referrals;

(5, DR - S VS B ]

. Terminations or denial of employment offers resulting
from refusal to submit to testing;

- 39 -



6. Terminations or denial of employment offers resulting
from alteration of specimens;

7. Terminations or denial of employment offers resulting
from failure to complete a drug abuse counseling
program; and

8. Employees who successfully complete EAP.

This data, along with other pertinent information, shall be
compiled for inclusion in the [Agency’s] annual report to
Congress required by Section 503(f) of the Act. This data shall
also be provided to the Department of Health and Human Services
semi-annually to assist in overall program evaluation and to
determine whether changes to the Mandatory Guidelines may be
required.
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XVv. POSITION TITLES DESIGNATED FOR RANDOM TESTING

[List position titles designated for random drug testing, the
criteria and procedures applied in designating the positicn
titles, and justification for the criteria and procedures. State
the number of employees occupying testing designated positions
and the frequency with which random tests will be administered.
Also include a "drug impact statement" describing the duties of
each testing designated position and the risks of harm arising
from illegal drug use by an employee occupying that position.]

@ - a1 -
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Title 39—
The President

Executive Order 12564 of Septembor 15, 1888

Drug-Free Federal Workplace

I. RONALD REAGAN, President of the United States of America, find that:

Drug use is havir.g serious adverse effects upon a significant propartion of the
national work force and results in billions of dollars of lost productivity each
year

The Federal government, as an employer, is concerned with the well-being of
its employees, the successful accomplishment of agency missions, and the
need to maintain employee productivity;

The Federal government, as the largest employer in the Nation, can and
should show the way towards achieving drug-free workplaces through a
program designed to offer drug users a helping hand and, at the same time,

demonstrating te drug users and potential drug users that drugs will not be
tolerated in the Federal workplace;

The profits from illegal drugs provide the single greatest source of income for
organized crime, fuel violent street crime, and otherwise contribute to the
breakdown of our society;

The use of illegal drugs, on or off duty, by Federal employees is inconsistent
not only with the law-abiding behavior expected of all citizens, but also with
the special trust placed in such employees as servants of the public;

Federal employees who use illegal drugs, on or off duty, tend to be less
productive, less reliable, and prone to greater absenteeisn: than their fellow
employees who do not use illegal drugs;

The use of illegal drugs. on or off duty, by Federal employees impairs the
efficiency of Federal departments and agencies, undermines public confidence
in them, and makes it more difficult for other employees who do not use iilegal
drugs to perform their jobs effectively. The use of illegal drugs, on or off duty,
by Federal employees also can pose & serious health and safety threat to
members of the public and to other Federal employees;

The use of illegal drugs, on or off duty, by Federal employees in certain
positions evidences less than the complete reliability, stability, and good
judgment that is consistent with access to sensitive information and creates
the possibility of coercion, influence, and irresponsible action under pressure
that may pose a serious risk to national securi:y, the public safety, and the
effective enforcement of the law; and

Federal employees who use illegal drugs must themselves be primarily respon-

sible for changing their behavior and, if necessary, begin the process of

rehabilitating themselves.

By the authority vested in me as President by the Constitution and laws of the
United States of America, including section 3301(2) of Title 5 of the United
States Code, section 7301 of Title § of the United States Code, section 290ee-1
of Title 42 of the United States Code, deeming such action in the best interests
of national security, public health and safety, law enforcement and the
efficiency of the Federal service, and in order to establish standards and
procedures to ensure fairness in achieving a drug-free Federal workplace and
to protect the privacy of Federal employaes, it is hereby ordered as follows:

Section 1. Drug-Free Workplace. -
(a) Federal amployees are required t¢ refrain from the use of illegal drugs.
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(b) The use of illegal drugs by Federal employees, whether on duty or off duty, .
Is contrary to the efficiency of the service.

(c) Persons who use illegul drugs are not suitable for Federal employment.
Sec. 2. Agency Responsibilities.

(4) The head of each Execulive agency shall develop a plan for achieving the
objective of a drug-free workplace with due consideration of the righta of the
government, the employee, and the general public.

(b) Each agency plan shall include:

(1) A statement of policy setting forth the agency's expectutions regurding
drug use and the action to be anticipated in response to identified drug use:

(2) Employee Assistance Programs emphasizing high level direction, educa-
tion, counseling, referral to rehabilitation, and coordination with available
community resources:

{3) Supervisory training to assist in idenlifying und addreasing illegal drug use
by agency employees;

(4) Provision for self-referrals as well as supervisory referrals to treatment
with maximum respect for individual confidentialily consistent with safety
and security issues; and

(5) Provision for identifying illegal drug users, including eating on a controlled
and carefully monitored basis in accordance with this Order.

Sec. 3. Drug Testing Programs.

(a) The head of each Executive agency shall establish a program to test for the
use of illegal drugs by employees in sensilive positions. The extent to which
such employees are tested and the criteria for such testing shall be determined .
by the head of each agency, based upon the nature of the agency's mission
and its employees' duties, the efficient use of agency resources, and the
danger to the public health and safety or national security that could result
from the failure of an employee adequately to discharge his or her position.

(b) The head of each Executive agency shall establish a progrum for voluntury
employee drug testing.

(c) In addition to the testing authorized in subsections (s} and (b) of thia
seclion, the head of each Executive agency is authorized to tcst an employne
for illegal drug use under the following circumstances:

(1) When there is a reasonable suspicion thut any employce usse illegul drugs:

(2) in an examination authorized by the agency regarding an uccident or
unsafe practice; or

(3) As part of or as a follow-up to counseling or rehabilitution for {llogul drug
use through an Employee Asaistunce Program.

(d) The head of each Executive agency ie uuthorizaed to test any upplicunt for
illegal drug use,

Sec. 4. Drug Testing Procedures.

(a) Sixty days prior to the implamentation of a drug testing progrum pursuvant
to this Order, agencies shall notify employces that testing for use of (llegal
drugs is to be conducted and that they may seek counscling and rehubtlitation
and inform them of the procedures for obtaining such assistance through the
agency's Employee Assistance Program. Agency drug testing programs al-
ready ongoing are exempted from the 60-day notice requirement. Agencles
may take action under section 3(c) of this Ordor without referonce to the 00-
day notice period. .



Federal Register / Vol. 51, No. 180 / Wednesday, September 17, 1986 / Presidential Documents 32891

(b) Before conducting a drug test, the agency shall inform the employée to be
tested of the opportunity to submit medical documentation that may support a,
legitimate use for a specific drug.

(c) Drug testing programs shall contain procedures for timely submission of
requests for retention of records and specimens; procedures for retesting: and
procedures, consistent with applicable law, to protect the confidentiality of
test results and related medical and rehabilitation records. Procedures for
providing urine specimens must allow individual privacy, unless the agency
has reason to believe that a particular individual may alter or substitute the
specimen to be provided.

(d) The Secretary of Health and Human Services is authorized to promulgate
scientific and technical guidelines for drug testing programs, and agencies
shall conduct their drug testing programs in accordance with these guidelines
once promulgated.

Sec. S. Personnel Actions.

(a) Agencies shall, in addition to any appropriate personnel actions, refer any
employee who is found to use illegal drugs to an Employee Assistance
Program for assessment, counseling, and referral for treatment or rehabilita-
tion as appropriate.

{b} Agencies shall initiate action to discipline any employee who is found to
us: illegel drugs, provided that such action is not required for an employee
who:

{1) Voluntarily identifies himseif as & user of illegal drugs or who volunteers
for drug testing pursuant to section 3(b) of this Order, prior to being identified
through other means;

(2) Obtains counseling or rehabilitation through an Employce Assistance.
Program; and

(3) Thereafter refrains from using illegal drugs.

(c) Agencies shall not allow any emiployee to remain on duty in a sensitive
position who is found to use illegal drugs, prior to successful complation of
rehabilitation through an Employee Assistance Program. However, as part of a
rehabilitation or counseling program, the head of an Executive agency may. in
his or her discretion, allow an employee to return to duty in a sensitive
position if it is determined that this action would not pose a danger to public
health or gafety or the nationa!l security.

(d) Agencies shall initiate action to remove from the servico any employee
who is found to use illegal drugs and:

(1) Refuses to obtain counseling or rehabilitation through an Employce Asaist-
ance Program; or

(2) Does not thereafter refrain from using illegal drugs.

(e) The results of a drug test and information developed by the agency in the
course of the drug testing of the employee may be considered in processing
any adverse action against the employee or for othar administrative purposcs.
Preliminary test results may not be used in an administrative proceeding
unless they are confirmed by a second analysis of the same sample or unlesa
the employee confirms the accuracy of the initial test by admitting the use of
illegal drugs.

(f) The determination of an agency that an employee uses illogal drugs can be
made on the baeis of any appropriate evidence, including direct observation, a
criminal conviction, administrative lm‘ulry. or the results of an authorized
testing program. Positive dmgl test results may be rebutted by other evidence
that an employee has not used illegal drugs.

(8) Any action to discipline an employes who is using illogal drugs {including
removal from the service, if appropriste) shall be taken in compliance with
otherwise applicable procedures, including the Civil Servica Reform Act.
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(h) Drug testing shall not be conducted pursuant to this Order for the purpose
of gathering evidence for use in sriminal proceedings. Agencies are not
required to report to the Attorney General for investigativn or prosecution any
information, allegation, or evidence relating to violations of Title 21 of the
United States Code received as a result of the operation of drug les'ing
programs established pursuant to this Order.

Sec. 8. Coordination of Agency Programs.
(a) The Director of the Office of Personnel Management shall:

(1) Issue government-wide guidance to agencies on the implementation of the
terms of this Order;

(2) Ensure that appropriate coverage for drug abuse is maintained for employ-
ees and their families under the Federal Employees Health Benefits Program:

{3) Develop a moael Employee Assistance Program for Federal agencles and
assist the age-.icies in putting programs in place;

(4) In consultation with tha Secretary of Health and Fluman Services. develop
and improve training programs for Federal supervisors and managers on
illegal drug use; and

(5) In cooperation with the Secretary of Heslth and Human Services and
heads of Executive agencies, mount an intensive drug awareness campalgn
throughout the Federal work force.

(b) The Attorney General shall render legal advice regarding the implementa-
tion of this Order and shall be consulted with regard to all guidelines,
regulations, and policies proposed to be adopted pursuant to this Order.

(¢) Nothing in this Order shall be deemed to limit the authorities of the
Director of Central Intelligence under the National Security Act of 1847, as
amended, or the statutory authorities of the National Security Agency or the
Defense Intelligence Agency. Implementation of this Order within the Intelli- .
gence Community, as defined in Executive Order No. 12333, shall be subject to

the approval of the head of the affected agency.

Sec. 7. Definitions,
{a) This Order applies to all agencies of the Executive Branch.

(b) For purposes of this Order, the term “agency” means an Exzcutive agency,
as defined in 5 U.S.C. 105; the Uniformed Services, as definad in 8§ U.S.C.
2101(3) {but excluding the armed forces as defined by & U.S.C. 2101(2)): or any
otaer 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.

(c) For pusposes of this Order, the term “illegal drugs" means a controlled
substance included in Schedule I or 11, as defined by section 802(8) of Title 21
of the United States Code, the possession of which is unlawful under chaptor
13 of that Title. The term “iliegal drugs"” does not mean the use of a controlled
substance pursuant to a valid prescription or other uses authorized by law.

(d) For purposes of this Order, the term “employse in a sonsitive poaition”
refers to:

(1) An employee in a position that an agency head designates Spocial Sensi-
tive, Critical-Sensitive, or Noncritical-Sensitive under Chapter 731 of the
Federal Personnel Manual or an employee in a position that an agency head

designates as sensitive in accordance with Executive Order No. 10430, as
amended;

(2) An employee who has been granted access to classified information or
may be granted access to classified information pursuant to 2 determination of
trustworthiness by an agency head under Section 4 of Executive Order No

12356; '

(3) Individuals ssrving under Presidential appointments;
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(4) Law enforcement officers &8 defined in 5 U.S.C. 8331(20); and

‘ (5) Other positions that the agency head determines involve iaw enforcement,
‘ national security, the protection of life and property, public health cor safety, or .
other functions requiring a high degree of trust and confidence.

(e) For purposes of this Order, the term “employee” means all persons
appointed in the Civil Service as described in 5§ U.S.C. 2105 (but excluding
persons appointed in the armed services as defined in 5 U.S.C. 2102(2)).

(f) For purposes of this Order, the term “Employee Assistance Program”
means agency-based counseling programs that offer assessment, short-term
counscling. and referral services to employees for a wide range of drug.
alcohol, and menta) nealth programs that affect employee job performance.
Employee Assgistance Programs are responsible for referring drug-using em-
ployees for rehabilitation and for monitoring employces' progress while in
treatment,

Sec. 8, Effective Date. This Order is sifective Immediately.

THE WHITE HOUSE, K

September 15, 1950.
{FR Doc. 86-21168

Filed 9-15-88; 3:47 pm]
Billing code 3195-01-M

Editorial note: For the President’s remarks of September 18 on signing EQ 12804, see the Workly
Compilation of Presidential Documents {vol. 22, no. 38).
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101 STAT. 468 - PUBLIC LAW 100-71—JULY 11, 1987

TITLEV

GENERAL PROVISIONS

Skc. 501. No of any appropriation contained in this Act shall
remainavnﬂabeforoblignuonbeyondthammntﬁlcdymunle-

xgu-nl 20

5%2. ptwhere specifically increased or decreased else-
where in this A.qé, the restrictions contained within a pxutxonls.
or provisions affecting appropristions or other available
during fiscal year 1987, limiting the amount which may be expended
for personal services, or for purposes involving personal services, or

amounts whith may be transferred between prmtionl or
authorizations available for or involvmg such urﬂ,

increased to the extent n m
o o 0 et incetied py
Sec. 508. (aX1) upmvldsdinsuhsecﬁon(b)or(c).noneof

the funds appropriated or made available by this Act, or any other
Act,mthmpecttomyﬁlenlyw shail be available to administer
or implement any drug unuant to Executive Order Num-
bered 12564 (dated Septembor , 1986), or any subssquent order,
unless and until—

(A) the Secretary of Health and Human Services certifies in
writing to the Committees on Appropriaticns of the House of
Representatives and the Senate, and other appropriate commit-
teelof(guCg thh::_dml ped & plan fi hieving a drug-

oac cy oped & or ac a
free work;ﬁee in accordance vmg\ Executive Order Num-
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red 12564 and applicable provisions of law (includi 3 CFR, 1988 I
g;plicable rovisions of this section); 8 Comp. p. 224
(i) the Department of Health and Human Services, in
addition to the scientific and technical guidelines dated
February 13, 1987, and any subsequent amendments
thereto, has, in accordance with paragraph (3), published
mandatory guidelines which—
(1) establish comprehensive standards for all aspects
of laboratory drug testing and laboratory procedures to
be applied m.carryingngté; Executive Order Numbered
12564, including stan which require the use of the
best available technology for ensuring the full reliabil-
ity and accuracy of drug tests and strict procedures
goveming the cgam of custody of specimens collected

or dmg y

(I) specify ge drugs for which. Federal employees
may be tested; and .

(I11) establish appropriate standards and procedures
for periodic review of laboratories and criteria for cer-
tification and revocation of certification of laboratories
to perform d testing in carrying out Executive

( nle!r Numbered 12564; and 4 plans estab
iii) en -testing programs an ans
lished pu:lguanez Mecutwe Order Numbered 12564
comply with applicable provisions of law, inclu
op licable provisions of the Rehabilitation Act of 1973 (
.C. 701 et weq,), title 6 of the United States Code, and the
mandatory guidelines under clause (ii); ]
(B) the Secretary of Health and Human Services has submit-
ted to the Congress, in writing, a detailed, agency-by-agency
analysis relating to— ) ..
(i) the criteria and procedures to be applied in designating .
employees or positions for drug testing, including the jus-
tification for such criteria and procedures; )
(éi) the position titles designated for random drug testing;
an
(iii) the nature, frequency, and type of drug teating pro-
posed to be instituted; and
(C) the Director of the Office of Management and Budget has
submitted in writing to the Committees on A p:mquuonl of
the House of Representatives and the Senate a detailed, agency-
by-agency is (as of the time of certification under
sul:g-ncnph (A)) of the anticipated annual costs associated
with carrying out Executive Order Numbered 12564 and all
other requirements under this section during the 5-year period
bﬁmn.mconﬂ_nuuofthomntoﬂhum.
(2) Notwithstanding subsecticn (g), for purposes of this subsection,
the term “sgency” means—
(A) the Executive Office of the President; )
(B) an Executive department under section 101 of title 5,
United States Code; '
(C) the Environmental Protection Agency;
(D) the General Services Administration;
(E) the National Asronautics and Space Administration;
(F) the Office of Personnel Management;
(G) the Small Business Administration;
(H) the United Statea Information Agency; and
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(I) the Veterans' Administration;
except that such term does not include the Department of Transpor-
tation or any other entity (or component thereof) covered by subsec-

tion (b).
Federal (3) Notwithstanding any provision of chapter 5 of titie 5, United
ngﬁ:{ion. - States Code, the mandatory guidelines to be published pursuant to

EUSC 500 et seq. Subsection (aX1XAXii) shall be published and made effective exclu-
sively according to the provisions of this paragraph. Notice of the
mandatory guidelines gx‘;oposed by the Secretary of Health and
Human Services shall published in the Federal Register, and
interested persons shall be given not less than 60 days to submit
written comments on the pro mandatory guidelines. Following
review and consideration of written comments, final mandato

idelines shall be published in the Federal Register and shall
ome effective upon publication.
(bX1) Nothing in subeection (a) shall limit or otherwise affect the
availability of funds for drug testing by—
(A) the Department of Transportation;
(B) Department of Energy, for employees specifically involved
in the handling of nuclear weapons or nuclear materials;
(C) any ageng with an agency-wide drug-testing program in
existence as of September 15, 1986; or
(D) any component of an agency if such component had a
drug-testing program in existence as of September 15, 1986.
(2) The Departments of Transportation and Energy and any
agency or component thereof with a drug-testing program in exist-
ence as of September 15, 1986— .
(A) shall be brought into full compliance with Executive

8 CFR, 19868 Order Numbered 12564 no later than the end of the 6-month
Comp., p. 224 period beiinning on the date of the enactment of this Act; and
(B) shall take such actions as may be necessary to ensure that

their respective drug-testing programs or plane are brought into
full compliance with the mandatory guidelines published under
subsection (aX1XAXii) no later than 90 days after such manda-
tory guidelines take effect, except that any judicial challenge
that affects such guidelines should not affect drug-testing pro-
grams or plans subject to this paragraph.

(c) In the case of an agbe.r:yu(or component thereof) other than an
agency as defined by su ion (a)2) or sn agency (or component
thereof) covered by subsection (b), none of the funds appropriated or
made available bgethis Act, or any other Act, with respect to any
fiscal yesr, shall be available to administer or implement any drug
testing pursuant to Executive Order Numbered 12564, or any subse-
quent order, unless and until— L .

(1) the Secretary of Health and Human Services provides
written certification with respect tc that agency (or component)
in accordance with clauses (i) and (iii) of subsection (aX1XA)

(2) the Secretary of Health and Human Services has submit-
ted a written, detailed analysis with respect to that agency (or
component) in accordance with subsection (aX1XB); and

(3) the Director of the Office of Management and Budget has
submitted a written, detailed analysis with respect to that

ency (or component) in accordance with subsection (aX1XC).

(d) Any Federal employee who is the subject of a drug test under
any program or plan shall, upon written request, have access to—

(1) any records relating to such employee’s drug test; and
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relating to the results of any relevant certifi-
mﬁ?g:'"m;?‘ or revocation-of-certification proceedings, as
referred to in subsection (aX1XAXiXIID).

(e) The results of 2 drug test of a Federal employee may not be Clamified
disclosed without the prior written consent of such employee, unless information.
the disclosure would be— ) i , .

(1) to the employee’s medical review official (es defined in the
-cientit;x(c );nd technical guidelines referred to in subsection
(GXIXA ii ]

(2) to the administrator of any Employee Assistance Program
in which the employee is receiving counseling or treatment or is
otherwise participating; .

(3) to any cupervisory or management official within the
employee’s agency having authority to take the adverss person-
nel action against such employee; or-

(4) pursuant to the order of & court of competent jurisdiction
where required by the United States Government to defend
mst any challree?'e aﬁ:mst any adverss personnel action.

(N E ncy coversd by Executive Order Numbered 12564 shall Reporta,
submit to the Committess on Appropriations of the House of Rep- 38 &QR 1986
resentatives and the Senate, and other appropriate committees of CTomp. p. 224.
the Congress, an annual report relating to drug-testing activities
conducted by such :g:ﬁcgepunuant to such ezecutive order. Each
such annual report & submitted at the time of the President’s
budget submission to the Congress under section 1105(a) of title 31,
U%MFsumnrmCd& of this secti the te ey’ d

or p on, the terms ‘“agency”’ an

“Employese Assistance " each has the meaning given such
term under section 7(b) of Executive Order Numbered 12564, as in
effect on September 15, 1986.

Sec. 504. None of the funds appropriated by this Act may be
obligated for the centralization, consolidation, or redeployment of
the Customs Service Air Operations unless the Secretary of the
Treasury submits a report to the Committees on A&proprintiom
which sets forth specific details for the use of such funds thirty days
in advance of such implementation.

Skc. 505. None of the funds appropriated or made available by this Veisels.
or any other Act or otherwise appropriated o made aveilable to the
Secretary of Transportation or the Maritime Administrator for
purposes of administering the Merchant Marine Act, 1836, as
amended (46 U.S.C. 1101 et seq.), shall.be used by the United States
Department of Transportation or the Uni States Maritime
Administration to propose, promulgste, or implement any rule or
regulation, or, with regard to vessels which repaid subsidy t
to the rule promul%md the Secretary Ma‘y 3, 1985 and vacated
by Order of the US. of Ap or the D.C. Circuit
January 16, 1987, conduct any adjudicatory or other regulatcry

ce , execute or perform any contract, or icipate in an
fudxcul action with respect to the repayment of ccnstruction dif-
ferential subsidy for the permanent release of vessels from the
restrictions in section 506 of the Merchant Marine Act, 1926, as
amended: Provided, That such funds may be used to the extent such 43 Usc 1186,
expenditure relates to & rule which conforms to statutory standards
hereafter enacted by Co

Szc. 506. Notwithltanlx;ﬁny other provision of this Act, apm
&mtx?xﬁ made by title I of this Act for the following account shall

as follows:
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MANDATORY GUIDELINES FOR
FEDERAL WORKPLACE DRUG
TESTING PROGRAMS

Subpart A==General

1.1 Applicability.
1.2 Definitions.
1.3 Future Revisions.

Subpart B=fcientific and Tochaical

Requirements

21 The Drugs.

22 Specimen Collection Procedures.

2.3 Laboratory Personnel.

24 Llaborstory Analysis Procedures.

2.5 Quality Aasurance and Quality Control,

26 Interim Certification ures.

2.7 Reporting and Reviow of Results.

2.8 Protection of Employee Records,

29 Individuel Accsss to Test and
Laboratory Cartification Resulta.

‘Subpert C—Caertificatioa of Laborstories
Engaged b Urine Drug Testing for Federal
Agenciss ’
3.1 Introduction.
3.2 Goais and Objectives of Certification.
3.3 General Certification Requirements.
3.4 Capability to Test for Five Classes of
Drugs.
3.5 Initis! and Confirmatory Capability at-
Sama Sk,
3.8 Personnel
3.7 Quality Assurance and Quality Control.
3.8 . Security and Chain of Custody.
3.9 One-Year Storage for Confirmed
Positives.
Documentation.
Reports.
Certification.
Revocation.
Suspension.
Notice: Opportunity for Review.
Recertification.
Performance Test Requirement for
Certification.
3.18 Performance Test Specimen
Composition.
3.18 Evalustion of Performance Testing.
3.20 Inspections.
3.21 Results of Inadequate Performancs.
Authority: E.O. 12564 ard sec. 503 of Pub. L.
100-71.

Subpart A«Genaral
1.1 Applicabiiity.
(a) These mandaiory guidelinss apply

J
{1) Executive Agencies as defined in 8
U.S.C. 108;

{2) The Uniformed Services, as
defined in 5 U.S.C. 2101 (3) {but
excluding the Armed Forces ae dafinsd
in 3 U.S.C. 2101(2));

(3) And any other employing unit or
authority of the Federal Government
except the United States Postal Service,
the Postal Rate Commission, and
empl units or suthorities in the
Judicial and Legislative Branches.

(b) Any sgency or component of an
agency with a drug iesting program in
axistencs as of September 18, 1086, and
the Departments of Transportation and
Energy shall take such action as may be
necessary to ensure that the agency is
brought into compliance with these
Guidelines no later than 20 days after
they take effect, axcept that any judicial
challenge that affects these Guidelines
shall not affect drug testing programs °
subject to this paragraph. - "

{c) Except as provided in 2.6, Sub
C of these Guidelines (which establishes
laboratory certification standards)
applies to any laboratory which has ce
seeks certification to perform urine drug
tasting for Federal agencies under a drug
testing progrem corducted under E.O.

3.10
an
s.12
3.13
3.14
315
3.18
.17

to

'12564. Only laboratories certified under

these standards ere authorizedto . -
perform urine drug testing for Federal
sgencies. L e

{d) The Intelligence Community, as
defined by Executive Order No, 12333, .
shall be subject to these Guidelines only ™
to the exient agreed to by the head of
the affected agency.

{(e) These Guidelines do not apply to
drug testing conducted under legal
euthority other than E.C. 12584,
including testing of perdnng in the
criminal justice system, such as
arrestees, detainees, probationers,
incarcerated persons, or parolees.

{f) Agencies may not deviate from the
provisions of these Guidelines without
tha written approval of the Secretary. In
requesting approval for a deviation, an
agency must petition the Secretary in
writing and describe the specific
provision or provisions for which a
deviation (s sought and the rationale
therefor. The Secretary may approve the
request upon a finding of good cause as
determined by the Secretary.

1.2 Definitions.

For purposes of these Guidelines the
following definitions are adopted:
Aliguot A portion of a specimen used

.- for testing.

Chain of Custody Procedures td
account for the integrity of each urine
spacimen by tracking its handling and
sterage from point of specimen —
collection to final disposition of the .
specimen. These procedures shall
require that an approved agency chain
of custody form be used from time of
collection to receipt by the laboratory
and that upon receipt of the laboratory
&n appropriate laboratory chain of
custody form(s) account for the sample
or sample aliquots within the laboratory.
Chain of custody forms shall, at a
minimum, include an entry documenting
date and purpose each time a specimen
or aliquot is handled or transferred and
identifying every individual in the chain
of custody. - ,

Collection Site A place designated by
the agency where individuals present
themaelvas for the purpose of providing
a specimen of their urine to be analyzed
for the presence of drugs.

Callection Site Person A person who
instructs and assists individuals ata
collection site and who receives and
mekes &n initial examination of the
urine specimen provided by those
individuals. A collection site person
shall have successfully completed
training to carry out this function.

Confirmatory Test A second
anelytical procedure to identify the
presencs of a specific drug or metabalit
which {s independent of the initial les‘
and which uses a different technique
and chemical principle from that of the
intitial test in order to ensure reliability
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and sccuracy. (Al this time gas
chromatography/mass spactromstry
[GC/MS) is the only authorized
confirmation method foc cocaina,
marijuana. opiates, ampbetamines, and
phencyclidine.) _

Initial Test (also known as Screening
Test) An immunossay screen to
eliminate “n2galive” urine specimens
from further consideration.

Medical Review Officer A licensed
physician responsible for receiving
laboratory results generated by an
agency's drug testing program who has
knowledge of substance abuse disorders
and has appropriate medical training to
interpret and evaluate an individual's
positive test result together with his or
her medical history and any othes
relevant biomedical information.

Permanent Record Book A
permanently bound book in which
identifying data on each specimen
collected at a collection site are
permanently recorded in the sequence of
collection.

Reason to Belisve Reason to belisve
that a particular individual may altsr or
substitute the urins specimen aa
provided in section 4{c) of E.O. 12564,

Secretary The Secretary of Health and
Human Services or the Secretary's
designee. The Secretary's designee may
be contractor or othar reco d
organization which acts on behalf of the
Secretary in implementing these
Guidelines.

1.3 Future Revisions.

In order to ensure the full reliability
and accuracy of drug assays, the
aczurate reporting of tast results, and
the integrity and efficacy of Federal drug
testing programs, the Secretary may
make changes to these Guidelines to
reflect improvements in tha available
science and technology. These changes
will be published in final as a notice in
the Federal Register.

Subpart B——Scientific and Technical
Requirements

2.1 The Drugs.

{a) The President's Executive Ordar
12564 defines “illegal drugs” as those
included in Scheduls I or I of the
Controlled Substances Act (CSA), but
not when used pursuant to & valid
prescription or when used as otherwise
authorized by law. Hundreds of drugs
are covered undar Schedule I and Il and
while it is not feasibls to test routinely
for all of them, Federal drug testing
programs shall test for drugs as follows:

(1) Federal agency applicant and
random drug testing programe shall at 2
minimun test for marijuana
cocaine;

(2) Federal agency applicant and
random drug testing programs are also
authorized to test for opiates,
amphetamines, and phencyclidine; and

(3) When conducting reasonable
suspicion, accident, or unsafe practice
testing, a Federal agency may test for
Eny drug listed in Scheduls [ or I of the

SA.

(b) Any a'ge‘ncy covered by thesa
guidelines shall petition the Secretary in
writing for approval to include (n its
testing protocols eny drugs (or classes of
drugs) not listed for Federal agency
teating in paragraph (a) of this section.
Such approval shall be limited to the use
of the appropriate science and
technology and shall'not otherwise limit
agency discretion to test for any drugs
covered under Schedule I or Il of the

(c) Urine specimens collectsd
pursuant to Executive Order 12564, Pub,
L. 100-71, and these Guidelines shall be
used only to test for thosa drugs
included in agency drug-free workplace
plans and may not be used to conduct
any other analysis or test unless
otherwise authorized by law.

(d) These Guidelines are not intended
to limit any agency which is specificall
authorized by law to include additionJ
categories of drugs in the drug testing of
its own einployees or employees in its
regulated industries.

2.2 Specimen Collsction Procedures.

{a) Deaignation of Collection Site.
Each agency drug testing program shall
have one or more designated collection
sites which have all necessary
parsonnel, materials, equipment,
facilities, and supecvision to provide for
the collection, security, temporary
storage, and shipping or transportation
of urina specimens to 1 certified drug
testing laboratory.

(b} Security Procedures shall provide
for the designated collaction site to be
securs. If a collection site facility is
dedicated solely to urine collection, it
shall be secure at all times. If a facility
cannot be dedicated sclely to drug
testing, the portion of the facility used
for testing shall be secured during drug

testing.

(c) Chain of Custody. Chain of
custody standardized forms shall be
properly executed by authorizad
collection sita personnel upon receipt of
specimans. Handling and transportation
of urine specimens from one authorized
individual or placs to another shall
always be sccomplished through chain
of custody procadures. Every effort shall
be mdnhto minimize the number of
persons handling specimens.

(d) Access to Authorized Personnel
Only. No unauthorizad personnel shall

be permitted in any part of the
designated collection site when urine
specimens are collected or stored

(e) Privacy. Procedures for collecting
urine specimens shall allow individual
privacy unless there is reason to believe
that & particular individual may alter or
substitute the specimen to he provided.

(f] Integrity and Identity of Specimen.
Agencies shall take precautions to
engure that a urine specimen not be
adulterated or dituted during the
collection procedure and that
information on the urine bottle and in
the record book can identify the
individua} from whom the specimen was
collected. The following minimum
precautions shall be taken to ensure that
unadulterated specimens are obtained
and correctly identified:

{1) To deter the dilution of specimens
at the collection site, toilet bluing agents
shall be placed in toilet tanks wherever
possible, so the reservoir of water in the
toilet bowl always remains blue. There
shall be no other source of water (e.g.,
no shower or sink) in the enclosure
where urination occurs.

(2) When sn individual arrives at the
collection site, the collection site person
shall request the individual to present
photo idntification. If the individual
does not have proper photo
identification, the collection site person
shall contact the supervisor of the
individual, the coordinator of the drug
testing program, or any other agency
official who can positively identify the
individual. If the individual's identity
cannot be established, the collection site
person shall not proceed with the
cellection.

(3) If the individual faila to arrive at
the assigned time, the collection site
person shail contact the appropriate
authority to obtain guidance on the
action to be taken.

(4) The collection site person shall ask
the individusl to remove any
unnecessary ouler garments such as a
coat or jacket that might conceal items
or substances that could be used to
tamper with or adulterate the
individual's urine specimen. The
collection site person shall ensure that
all personal belongings such as & purse
or briefcase remain with the outer
garments. The individual may retain his
or her wallet.

(5) The individual shall be instructed
to wash and dry his or her hands prior
to urination.

{8) After washing hands, the
individual shall remain in the presence
of the collection site person and shall
not have access to any water fountain,
faucet, soap dispenser, cleaning agent or
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any other materials which could be used
to adulterate the specimen.

(7) The individual may provide his/
her specimen in the privacy of a stall or
otherwise partitioned area that allows
for individual privacy.

(8) The collection site person shall
note any unusual behavior or
appearance in the permanent record
book. ’

{9) In the exceptional event that an
agency-designated collection site is not
accessible and there is an immediate
requirement {or specimen collection
(e.8., an accident investigation), & public
rest room may be used according to the
following procedures: A collection site
person of the saine gender as the
individual shall accompany the
individual into the public rest room
which shall be made secure during the
collection procedure. If possible, a toilet
bluing egent shall be placed in the bowl
and any accessible toilet tank. The
collection site person shall remain in the
rest room, but outside the stall, until the
specimen is collected. If no bluing agent
is available to deter specimen dilution,
the collection site person shall instruct
the individual not to flush the toilet until
the specimen is delivered to the
collection site person. After the
collection site person has possession of
the specimen, the individual will be
instructed to flush the toilet and to
participate with the collection site
person in completing the chain of
custody procedures.

{10) Upon receiving the specimen from
the individual, the collection site person
shall determine that it contains at least
60 milliliters of urine. if.there is less than
60 millilitera of urine in the container,
additional urine shall be collected in a
separate container to reach a total of 60
milliliters. (The temperature of the
partial specimen in each separate
container shall be measured in
accordance with paragraph (f)(12) of this
section, and the partial specimens shall
be combined in one container.) The
individual may be given a ressonable
amount of liquid to diink for this
purpose {e.g., a glass of water). If the
individual fails for any reason to
provide 60 milliliters of urine, the
collection site person shall contsct the
appropriate authority to obtain guidance
on the action to he taken.

(11) After the specimen has been
provided and submitted to the collection
site person, the individual shall be
allowed to wash hie or her hands.

{12) Immediately after the specimen is
coilected, the collection site person shall
measure the temperature of the
specimen. The temperature measuring
device used must accurately reflect the
temperature of the specimen &nd not

contaminale the specimen. The time
from urination to temperature
measurement is critical and in no case
shall exceed 4 minultes.

(13) If the temperature of a specimen
is outside the range of 32.5°~37.7°C/
90.5°-99.8°F, that is a reason to believe
that the individuel may have altered or
substituted the specimen, and another
specimen shall be collected under direct
observation of a same gender collection
site person and both specimens shall be
forwarded to the laboratory for testing.
An individual may volunteer to have his
or her oral temperature taken to provide
evidence to counter the reason to
believe the individual may have altered
or substituted the specimen.caused by
the specimen's temperature falling
outside the prescribed range.

(14) Immediately after the specimen is
collected, the collection site person shall
also inspect the specimen to determine
its color and look for any signs of
contaminants. Any unusual findings
ehall be noted in the permanent record
book.

(15) All specimens suspected of being
adulterated shall be forwarded to the
laboratory for testing.

{16) Whenever there is reason to
believe that & particular individual may
alter or substitute the specimen to be
provided, a second specimen shall be
obtained as soon as possible under the
direct observation of a same gender
collection site person.

(17) Both the individual being tested
and the collection gite person shall keep
the specimen in view at all times prior to
its being sealed and labeled. If the
specimen is transferred to a second
bottle, the collection site person shall
request the individual to observe the
transfer of the specimen and the
placement of the tamperproof seal over
the bottle cap and down the sides of the
bottle.

{18) The collection site person and the
individual shall be present at the same
time during procedures outlined in
paragraphs (){(18)-{){22) of this section.

(19) The collection site person shall
place securely on the bottle an
identification label which coniains the
date, the individual's specimen number,
and any other identifying information
provided or required b{ the agency.

(20) The individual shall initial the
identificaticn label on the specimen
bottle for the purpose of certifying that it
{!l the specimen collected from him or

er.

{21) The collection site person shall
enter in the permanent record book all
fnformation identifying the specimen.
The collectioz site person shall sign the
permanent record book next to the
identifying information.

(22) The individual shall be asked to
read and sign a statementin the
permanent record book certifying that
the specimen identified as having been
collected from him or her is in fact that
specimen he or she provided.

{23) A higher level supervisor shall
review and concur in advanse with any
decision by a collection site person to
obtain a specimen under the direct
observation of a same gender collection
site person based on a reason to believe
that the individual may alter or
substitute the specimen to be provided.

{24) The collection site person shall
complete the chain of custody form.

(25) The urine specimen and chain of
custody form are now ready for
shipment. If the specimen is not
immediately prepared for shipment, it
shall be appropriately safeguarded
during temporary storage.

{26) While any part of the above
chain of custody procedures is being
performed, it is essential that the urine
specimen and custody documents be
under the control of the involved
collection site person. If the involved
collection site person leaves his or her
work station momentarily, the specimen
and custody form shall be taken with
him or her or shall be secured. After the ‘

collection site person returns to the
work station, the custody process will
continue. If the collection site person is
leaving for an extended period of time,
the specimen shall be packaged for
mailing before he or she leaves the site.

(g) Collection Control. To the
maximum extent possible, collection site
personnel shall keep the individual's
specimen bottle within sight both before
and after the individual has urinated.
After the specimen is collected, it shall
be properly sealed and labeled. An
epproved chain of ¢istody form shall be
used for maintaining control and
accountability of each specimen from
the point of collection to final
disposition of the specimen. The date
and purpose shall be documented on an
approved chain of custody form each
time a specimen is handled or
transferred and every individual in the
chain shall be identified. Every effort
chall be made to minimize the number of
persons handling specimens.

(h) Transportation to Laboratory.
Collection site personnel shall arrange
to ship the collected specimens to the
drug testing laboratory. The specimens
shall be pleced in containers designed to
minimize the possibility of damage
during shipment, for example, specime
boxes or padded mailers; and those
containers shall be securely sealed to
eliminate the possibility of undetected
tampering. On the tape sealing the
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container, the collection site supervisor
shall sign and enter the date specimens
were sealed in the coatainers for
shipment. The callection site personnel
shall ensure that the chain of custody
documentation is attached lo each
container sealed for shipment to the
drug testing laboratory.

2.3 Laboratory Personnel.

(a) Day-to-Day Management.

{1) The laboratory chall have a
qualified individual to assume
professional, organizational,
educaltional, and administrative
responsibility for the laboratory’s urine
drug testing facility.

{2) This individual skall have
documented scientific qualifications in
analytical forensic toxicology. Minimum
qualifications are:

{i) Certification as a laboratory
director by the State in forensic or
clinical laboratory toxicology: ot

(ii) A PhJD. in one of the natural
sciences with an adequate
undergraduate and graduate education
in biology, chemistry, and pharmacology
or toxicology, or

(iii) Training and experience
comparable to a Ph.D. in one of the
natural sciences, such as a medical or
scientific degree with additional training
and laboratory/research experience in
biology, chemistry, and pharmecology or
toxicology; and

{iv) In addition to the requirements in
(i), (ii). and (iii) above, minimum
qualifications also require:

(A) Appropriate experience in
analytical forensic toxicology including
expetience with the analysis of
bio;ogica.l material for drugs of abuae,
an

(B} Appropriate training and/or
experience in forensic applications of
analytical toxicology, e.g.. publications,
court testimony, research concerning
analytical toxicology of drugs of abuse,
or other factors which qualify the
individual as an expert witmess in
forensic toxicology:

{3) This individuai shall be engeged in
and responsible for the day-to-day
management of the drug testing
laboratory even where another
individual has overall responsibility for
an entire multispecialty laboratory.

{4) This individual shall be
responsible for ensuring that there are
enough personnel with adequats
training and experience to sapervise and
conduct the work of the drug tes
laboratory. He or she shall assure
continued competency of laboratory
personnel by documenting their
inservice trainiag. reviewing their work
performance, and verifying their skills.

(5) This individual sirall be
responsible for ths laboratory's having a
procedure manual which {s complete,
up-to-date, available for persannel
performing tests, and followed by those
personnel. The procedure manual shall
be reviewed, signed. and dated by this
responsible individual whenever
procedures are first placed into use oz
changed or when a new individual
assumes responsibility for management
of the drug testing laboratary. Copies of
all procedures and dates on which they
are in effect shall be maintained.
(Specific contents of tha
manual are described in 2.4(n)(1).)

(6) This individual shall be
responsible for maintaining a quality
assurance program to assare the proper
performance and repocting of all test
results; for maintaining acceptable
analytical performance for ali controls
and standards; for msintaining quality
controi testing; and for assuring and
documenting the validity, reliability,
accuracy. precision. and performance
characteristics of each test and test
system.

(7) This lndividual shall be
responsible for taking all remedia}
actions necessary to maintain
satisfactory operation and performancs
of the laboratory in response to quality
control systems not being within
performance specificetions, errors in
result reporting or in analysis of
performance testing results, This
individual shell ensure that sample
results are not reported until all
corrective actions beve been taken and

- he or she can assurs that the tests

results provided are accurate and
reliable,

(b) Test Validation. The laboratory’s
urine drug testing facility shall have a
qualified iadividual(s) who reviews all
pertinent dats and quality control
results in order to attest to the validity
of the laboratory's test reports. A
laboratory may designate more than one
person to perform this function. This
individual(s) may be any employes who
is qualified to be responasible for day-to-
g;n;ays manageﬁ%nt oc operation of the

testing laboratory.

{c) Day-to-Day Operations and
.l':'v'tg:arvi:ian of Anc‘lilg::. nﬂ:q facil
aboratory's urine tes ty
shall have an individual to be
responsible for day-to-day operations
and to supervisa the technical analysts.
This individuel(s) shali have at least a
bachelor's degree in the chemical or
biological seiensas or medical
technology or squivalent. He or she
shall bave training and experienca in the
theory and tice of the procedures
used in the laboratory, reselting in his or

her thorough understacding of quality

control practices and procadures; the
review, interpretation, and reporting of
test results maintenance of chain of
custody; and proper remedial ections to
be taken in response to test systeme
being out of control limits or detecting
aberrant test or quality control results.

(d) Other Personnel. Other
technicians or nontechnical staff shall
have the necessary training and skills
for the tasks assigned.

(e) Training. The laboratory's urine
drug testing program shall make
available continuing education programs
to meet the needs of laboratory
persommel

(f) Files. Laboratory personnel files
shall include: resume of training and
experience; certification or license, if
any; references; job descriptions;
records of performance evaluation and
advancement; incident reports; and
results of tests which establish
employee competancy for the position
he or she holds. such as a test for coloe
blindness, if appropriate.

2.4 Laboratory Analysis Procedurss.

(@) Security and Chain of Custody. (1)
Drug testing laberatories shall be secwe
at all times. They shall have in placs
sufficient security measures to control
access to the premises and o ensure
that no unauthorized personnel handls
specimens or gain access to the
laboratory processss or to areas where
records are stored. Accass to these
secured areas shail be limited to
specifically authorired individuals
whose authorizationa is documented.
With the excsption of personnal
authorized to conduct inspections on
:)cbh:lf of Federal agmﬁu for whiuc:' the
aboratory is engaged in urine testing or
on behelf of the Secretary, all authorized
visitors and maintenance and service
personnel shall be escorted at all times.
Documentation of individuals accessing
these areas. dates, and time of satry &nd
purpose of entry must be maintained.

(2} Laboratories shall use chein of
custody procedures to maintain control
and accountability of specimens from
receipt through completian of testing,
reporting of results, during storage, and
continuing until final disposition of
specimens. The dats and purpose shall
be documented on an appropriate chain
of custody forrs each time a specimen is
handled or tranaferred, and every
individual io the chain shell be
identified. Accordingty. authorized
technicians shall be responsible for each
urine spacimen or aliquok in their -
possession and shall sign and complate
chain of custody forms for those
specimens or aliquots as thay are
received.
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(b) Receiving. (1) When a shipment of
specimens is received, laboratory
personnel shall inspect each package for
evidence of possible tampering and
compare information on apecimen
bottles within each package to the
information on the accompanying chain
of custody forms. Any direct evidence of
tampering or discrepancies in the
information on specimen bottles and the
agency's chain of custody forms
attached to the shipment shall be
immediately reported to the agency and
shall be noted on the laboratory’s chain

- of'custody form which shall accompany
the specimens while they are in the
laboratory's possession.

{2) Specimen bottles will normally be
retained within the laboratory’s
accession area until all analyses have
been completed. Aliquots and the
laboratory's chain of custody forms
shall be used by iaboratory personnel
for conducting initial and confitmatory
tests.

(c) Short-Term Refrigerated Storage.
Specimens that do not receive an initial
test within 7 days of arrival at the
laboratory shall be placed in secure
refrigeration units. Temperatures shall
not exceed 6°C. Emergency power
equipment shall be available in case of
prolonged power failure.

(d) Specimen Processing. Laboratory
facilities for urine drug testing will
normally process specimens by grouping
them into batches. The number of
specimens {n each batch may vary
significantly depending on the size of
the laboratory and its workload. When
conducting either initial or confirmatory
tests, every batch shall contain an
appropriate number of standards for
calibrating the instrumentation and a
minimum of 10 percent controls. Both
quality control and blind performance
test samples shall appear as ordinary
samples to laboratory analysts.

(e) Initial Test. (1) The initial test
shall use an immunoassay which meets
the requirements of the Food and Drug
Administration for commezrcial
distribution. The following initial cutoff
levels shall be used when screening
specimens to determine whether they

are negative for these five drugs or
classes of drugs:
tretiad
fost
tovel
{ng/e)
MIrians MEBDOMBS. ..o eoeeenrensenees 100
ine metabolites 300
Opiate meiabolses ' 300
Phencysidine -
Amphetamines 1,000

¢ LR tor free -
m SRROLIOT) WeCIf: L, ¢

(2) These test levels are subject to
change by the Department of Health and
Human Services as advances in
technology or other considerations
warran! idenlification of these
substances at other concentrations.
Initial test methods and testing levels for
other drugs shall be submitted in writing

-by the agency for the written approval

of the Secretary.

{f) Canfirmatory Test. (1) All
specimens identified as positive on the
initial test shall be confirmed using gas
chromatography/mass spectrometry
(GC/MS) techniques at the cutoff values
listed in this paragraph for each drug.
All confirmations shall be by
quantitative analysis. Concentrations
which exceed the linear region of the
standard curve shall be documented in
the laboratory record as “‘greater than
highest standard curve value.”

Confrma-
lever (g
rn&)ng
Marjuana MOEbONE b v e e 15
Cocaine MBLRDORIB U ...........comceeemomeseacsnane 150
Opratses:
Morphere * 300
Codeine * 300
Phencyclidine . 25
Amphetamines:
Amphstamine 500

MthAmMONELMTIND e oo emececomemes
' Detta-S-tetrahyarocannabinol-9-carborykc acid.
2 Benzoylecgonine.

{2} These test levels are subject to
chenge by the Department of Health and
Human Services as advances in
technology or other considerations
warrant identification of these
substances at other concentrations.
Confirmatory test methods and testing
levels for other drugs shall be submitted
in writing by the agency for the written
approval of the Secretary.

(8) Reporting Results. (1) The
laboratory shall report test resuits to the
agency's Medical Review Officer within
an avenge of 5 waorking days after
receipt of the specimen by the
laboratory. Before any test result is
reported (the results of initial tests,
confirmatory tests, or quality control
data), it shall be reviewed and the test
certified as an accurete report by the
responsible individual The report shall
identify the drugs/metabolites tested
for, whether positive or negative, and
the cutoff for each, the specimen number
assigned by the agency, and the drug
testing laboratory specimen
identification aumber. The results

(positive and negative) for all :gedmﬂu
submitted st the same time to the
laboratory shall be reported back to the

Medical Review Officer at the same
tims.

(2) The laboratory shal/ report as
negative all specimens which are -
negative on the initial test or negative
on the confirmatory test. Only
specimens confirmed positive shall be
reported positive for a specific drug.

(3) The Medical Review Officer may
request from the laboratory and the
laboratory shall provide quantitation of
test results. The Medicel Review Officer
may not disclose quantitation of test
results to the agency but shall report
only whether the test was positive or
negative.

{4) The laboratory may transmit
results to the Medical Review Officer by
various electronic means (for example,
teleprinters, facsimile, or computer) in a
manner designed to ensure
confidentiality of the information.
Results may not be provided verbally by
telephone. The laboratory must ensure
the security of the data transmission
and limit access to any data
transmission, storage, and retrieval
system.

(5) The laboratory shall send only to
the Medical Review Officer a certified
copy of the original chain of custody
form signed by the individual
responsible for day-to-day mandgement
of the drug testing laboratory or the
individual responsible for attesting to ‘
the validity of the test reports,

(6) The laboratory shall provide to the
agency official responsible for
coordination of the drug-free workplace
program a monthly statistical summary
of urinalysis testing of Federal
employees and shall not include in the
summary any personal identifying
information. Initisl and confirmation
data shall be included from test results
reported within that month. Normally
this summary shall be forwarded by
registered or certified mail not more
than 14 calendar days afier the end of
the month covered by the summary. The
summary shall contain the following
information:

(i) Initial Testing: A

(A) Number of specimens recelved:

(B) Number of specimens reported out;
and

(C) Number of specimens screened
positive for:

Marijuana metabolites

Cocaine metabolites

Opiate metabolites

Phencyclidine

Amphetamines

{ii) Confirmatory Testing:

(A) Number of specimens received fo
confirmation: '

(B) Number of epecimens confirmed
positive for:

Marijuana metabolite
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Cocaine metabolite
Morphine, codeine
Phencyclidine
Amphetamine
Methamphetamine

(7} The laboratory shall make
available copies of all analytical results
for Federal drug testing programs when
requested by DHHS or any Federal
agency for which the laboratory is
performing drug testing services.

(8) Unless otherwise instructed by the
agency in writing, all records pertaining
to a given urine specimen shall be
retained by the drug testing laboratory
for a minimum of 2 years.

(h) Long-Term Storage. Long-term
frozen storage (—20 °C or less) ensures
that positive urine specimens will be
available for any necessary retest
during administrative or disciplinary
proceedings. Unless otherwise
authorized in writing by the agency,
drug testing laboratories shall retain and
place i p:operly secured long-term
frozen ¢torage for a minimum of 1 year
all specimens confirmed positive.
Within this 1-year period an agency may
request the laboratory to retain the
spacimen for an additional period of
time, but if no such request is received
the laboratory may discard the
specimen after the end of 1 year, except
that the laboratory shall be required to
maintain any specimens under legal
challenge for an indefinite period.

(i) Retesting Specimens. Because
some analytes deteriorate or are lost
during freezing and/or storage,
quantitation for a retest is not subject to
a specific cutoff requirement but must
provide data sufficient to confirm the
presence of the drug or metabolite.

(j) Subcontracting. Drug testing
laboratories shall not subcontract and
shall perform all work with their own
personnel and equipment unless
otherwise authorized by the agency. The
laboratory must be capable of
performing testing for the five classes of
drugs {marijuana, cocaine, opiates,
phencyclidine, and amphatamines) using
the initial immunoassay and
confirmatory GC/MS methods specified
in these Guidelines.

(k) Laboratory Facilities. (1)
Laborsatory facilities shall comply with
applicable provisions of any State
licensure requirements.

{2) Laboratories certified in
accordance with Subpart C of these
Guidelines shall have the capability, at
the same laboratory premises, of
performing initial and confirmatory teste
for each drug or matabolite for which
service is offered.

(1) Inspections. The Secretary, any
Federal agency utilizing the laboratory,

or any organization performing
laboratory certification on behalf of the
Secretary shall reserve the right to
inspect the laboratory at any time.
Agency contracts with laboratories for
drug testing, as well as contracts for
collection site services. shall permit the
agency to conduct unannounced
inspections. In addition, prior to the
award of a contract the agency shall
carry out preaward inspections and
evaluation of the procedural aspects of
the laboratory's drug testing operation.

(m) Documentation. The drug testing
laboratories shall maintain and make
available for at least 2 years
documentation of all aspects of the
testing. process. This.2-y2ar period may
be extended upon written notification
by DHHS or by any Federal agency for
which laboratory services are being
provided. The required documentation
shall include peracnnel files on all
individuals authorized to have access to
specimens; chain of custody documents;
quality assurance/quality control
records; procedure manuals; all test data
(including calibration curves and any
calculations used in determining test
results); reports; performance records on
performance testing; performance on
certification inspections; and hard
copies of computer-generated data. The
laboratory shall be required to maintain
documents for any specimen under legal
challenge for an indefinite period.

(n) Additional Requirements for
Certified Laboratories.—(1) Procedurs
Manual. Each laboratory shall have a
procedure manual which includes the
principles of each teat, preparation of
reagents, staridards and controls,
calibration procedures, derivation of
results, linearity of methods, sensitivity
of the methods, cutoff values,
mechanisms for reporting resulits,
controls, criteria for unacceptabls
specimens and results, remedial actions
to be taken when the test systems are
outside of acceptable limits, reagents
and expiration dates, and references.
Copies of all procedures and dates on
which they are in effect shall be
maintained ag part of the manual.

(2) Standards 2nd Controls.
Laboratory standards shall be prepared
with pure drug standards which are
properly labeled as to content and
concentration. The standards shall be
labeled with the following dates: when
received: when prepared or opened;
:hen pleced in services: and expiration

ate,

(3) Instruments and Equipment. (i)
Volumetric pipettes and measuring
devices shall g: certified for accuracy or
be checked by gravimetric, colorimetric,
or other verification procsdurs.
Automatic pipettes and dilutors shall be

checked for accuracy and
reproducibility before being placed in
service and checked periodically
thereafter.

(ii) There shall be written procedures
for instrument set-up and normal
operation, & schedule for checking
critical operating characteristics for all
instruments, tolerance limits for
acceptable function checks and
instructions for major trouble shooting
and repair. Records shall be available
on preventive maintenance.

(4) Remedial Actions. There shall be
written procedures for the actions to be
taken when systems are out of
accceptable limits or errors are
detected. There shall be documentation
that these procedures are followed and
that all necessary corrective actions are
taken. There shall also be in place
systems to verify all stages of testing
and reporting and documentation that
these procedures are followed.

(5) Personnel Available To Testify at
Proceedings. A laberatory shall have
qualified personnel available to testify
in an administrative or disciplinary
proceeding against a Federal employee
when that proceeding is based on
positive urinalysis results reported by
the laboratory.

2.5 Quality Assurance and Quality
Control,

(a) General, Drug testing laboratories
shall have a quality assurance program
which encompasses all aspects of the
testing process including but not limited
to specimen acquisition, chain of
custody, security and reporting of
results, initial and confirmatory testing,
and validation of analytical procedures.
Quality assurance procedures shall be
designed, implemented, and reviewed to
monitor the conduct of each step of the
process of testing for drugs.

(b) Laboratory Quality Control
Requirements for Initial Tests. Each
analytical run of specimens to be
screened shall include:

{1) Urine specimens certified to
contain no drug:

(2) Urine specimens fortified with
known standards; and

(3) Positive controls with the drug or
metabolite at or near the threshold
{cutoff).

In addition, with each batch of samples
e sufficient number of standards shall
be included to ensure and document the
linearity of the assay method over time
{n the concentration ares of the cutoff.
After acceptable values are obtained for
the known standards, those values will
be used to calculate sample data.
Implementation of procedures to ensure
that carryover does not contaminate the
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testing of am individual's specimen shall
be documented. A minimum of 10
percent of all test samples shall be
quality control specimens. Laboratory
quality control samples, prepared from
spiked urine samples of determined
concentration shall be included in the
run and should appear as normal
samples to laboratory analysts. One
percent of each run, with a minimum of
at least one sample, shall be the
laboratory's own quality control
sampies.

(¢} Laboratery Quality Control
Requirements for Confirmation Tests.
Each enalytical run of specimens to be
confirmed shall include:

(1) Urine specimans certified to
contain no drug;

{2) Urine specimens fortified with
known standards; and

{3) Positive controls with the drug or
metabolite at or near the threshold
{cutoff).

The linearity end precision of the
method shall be periodically
documented. Implementation of
procedures to ensure that carryover
does not contaminate the teating of an
individual's specimen shall alse be
documented.

(d) Agency Blind Performance Test
Procedures. (1) Agencies shail purchase
drug testing services only from
laboratories certified by DHHS or @
DHHS-Recognized certification program
in accordance with these Guidelines,
Laboratory participation is encouraged
in other performance testing surveys by
which the laboratory's performance is
compared with peers and reference
laboratories.

{2) During the initial 90-day period of
any new drug testing program, each
agency shall submit blind performance
test specimens to zach laboratory it
contracts with in the amount of at least
50 percent of the lotal number of
samples submitted {up to a maximum of
500 samples) and thereafter a minimum
of 10 percent of all samples (to a
maximum of 250) submitted per quarter.

{3} Approximately 80 percent of the
blind performance test samples shall be
blank (i.e., certified to contain no drug)
and the remaining samples shall be
positive for one or more drugs per
sample in a distribution such that all the
drugs to be tested are included in
approximately equel frequencies of
challenge. The positive samples shall be
spiked only with those drugs for which
the agency is testing.

{4) The Secretary shall investigate any
unsatisfactory performance testing
result and, based on this investigation,
th:e laboratory shall take action to
correct the cause of the unsatisfactory

ormance test result. A record shall

e make of the'Secretary's investigative
findings and the corrective action taken
by the laboratory, and that record shall
be dated and signed by the individuais
responsible for the day-to-day
management and operation of the drug
testing laboratory. Then the Secretary
shall send the document to the agency
contracting officer as a report of the
unsatisfactory performance testing
incident. The Secretary shall ensure
notification of the finding to all other
Federal agencies for which the
laboratory is engaged in urine drug
testing and coordinate any necessery
action.

(5) Should a false positive error occur
on a blind performance test specimen
and the error is determined to be en
administrative error (clerical, zampls
mixup, etc.), the Secretary shall require
the laboratory to take corrective action
to minimize the occurrence of the
particular error in the future; and. if
there is regson to believe the error could
have been systematic, the Secretary
may also require review and reanalysis
of previoua}f run specimens. .

(8) Should a false positive error occur
on a blind performance test specimen
and the error is determined to be a
technical or methodological error, the
laboratory shall submit all quality
control data from the batch of
specimens which included the false
positive specimen. In addition, the
laboratory shall retest all specimens
analyzed positive for that drug or
metabolite from the time of final
resolution of the error back to the time
of the last satisfactory performance test
cycle. This retesting shall be
documented by a statement signed by
the individual responsible for day-to-
day management of the laboratory's
urine drug testing. The Secretary may
require an on-site review of the
laboratory which may be conducted
unannounced during any hours of
operations of the laboratory. The
Secretary has the option of revoking
(3.18) or suspending (3.14) the
laboratory’s certification or
recommending that no further action be
taken if the case is one of less serious
error in which correciive action has
already been taken, thus reasonably
assuring that the error will not occur
again.

2.8 Interim Certification Procedures.

During the interim certification period
as determined under paragraph (c),
agencies shall ensure laboratory
competence by one of the following
methods:

(a) Agencies may use agency or
contract laboratories that have been

certified for urinalysis testing by the
Department of Defense; or

{b) Agencies may develop interim self-
certification procedures by establishing
preaward ingpections and performance
testing plans approved by DHHS.

(¢) The period during which these
interim certification procedures will
apply shall be determined by the
Secretary. Upon noticed by the
Secretary that these interim certification
procedures &re no longer available, all
Federa! agencies subject to these
Guidelines shall only use {aboratories
that have been certified in accordance
with Subpart C of these Guidelines and
all laboratories approved for interim
certification under paragraphs (a) and
{b) of this section shall become certified
in accordance with Subpart C within 120
days of the date of this notice.

2.7 Reporting and Review of Results.

(o) Medical Review Officer Shall
Review Results. An essential part of the
drug testing program is the final review
of results. A positive test result does not
automatically identify an employee/
applicant as an illegal drug user. An
individual with a detailed knowledge of
possible alternate medical explanations
is essential to the review of results. This
review shall be performed by the
Medical Review Officer prior to the
transmission of results to agency
administrative officials.

(b) Medical Review Officer—
Qualifications and Responsibilities. The
Medical Review Officer shall be a
licensed physician with knowledge of
substance abuse disorders and may be
an agency or contract employee. The
role of the Medical Review Officer is to
review and interpret positive test results
obtained through the agency's testing
program. In carrying out this
responsibility, the Medical Review
Officer shall examine alternate medical
explanations for any positive test result.
This action could include conducting a
medical interview with the individual,
review of the individual's medical
history, or review of any other relevant
hiomedical factors. The Medical Review
Officer shall review all medical records
made available by the tested individual
when a confirmed positive test could
have resulted from legally prescribed
medication. The Medical Review Officer
shall not, however, consider the results

of urine samples that are not obteined or

processed in accordance with these
Guidelines.

(c) Positive Test Result. Prior to
making s final decision to verify a
positive test result, the Medical Review
Officer shall give the individual an
opportunity to discuss the test result
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with him or her. Following verificatica
of a positive test resull, the Medical
Review Officer shall refer the caze to
the agency Employee Agsistance
Program and to the management official
empowered to recommend or fak
administrative action. '

(d) Verification for opiatas; review for
prescription mediation. Before the
Medical Review Officer verifies a
confirmed positive result for opiates, he
or she shall determine that there is
clinical evidence—~in addition to the'
urine test—of illegal use of any opium,
opiate, or opium derivative (e.g.,
morphine/codeine) listed in Schedule 1
or I of the Controiled Substances Ack
(This requirement does not apply if the
agency’'s GC/MS confirmation testing
for opiates confirms the presence of 6-
monoacetylmorphine.)

(e) Reanalysis Authorized. Should
any question arise as to the accuracy or
validity of a positive test reault, only the
Medical Review Officer is authorized to
order a reanalysis of the original sample
and such retests are authorized only at
laboratories certified under these
Guidelines.

(f) Result Consistent with Legal Drug
Use. If the Medical Review Officer
determines there is a legitimata medical
explanation for the positive test result,
he or she shall determine that the result
is consistent with legal drug use and
take no further action,

(8) Result Scientifically Insufficient.
Additionally, the Medical Review
Officer, based on review of inspection
reports, quality control data, multiple
samples, and other pertinent results,
may determine that the result is
scientifically insufficient for further
action and declare the test specimen
negative. In this situation the Medical
Review Officer may request reanalysis
of the original sample before making this
decision. {The Medical Review Officer
may request that reanalysis be
performed by the same laboratory or, as
provided in 2.7(e), that an aliquot of ths
original specimen be sent for reanalysis
to an alternate laboratory which is
certified in accordance with these
Guidelines.) The laboratory shali assist
in this review process es requested by
the Medical Review Officer by making
availabie the individual responsible for
day-to-day management of the urine
drug testing laboratory or other
employee who is & forensic toxicologist
or who has equivalent forensic
experience in urine drug testing. to
provide specific consultation as required
by the agency. The Medical Review
Officer shall report to the Secratary all
negative findings based on scientific
insufficiency but shall not include any

personal identifying information in such
reports.

28 Protection of Employee Records.

Consistent with 5 U.S.C. 522a(m) and
48 CFR 24.101-24.104, all laboratory
contracts shall require that the
contractor comply with the Privacy Act,
5 U.S.C. 552a. In addition, laboratory
contracts shall require compliance with
the patient access and confidentiality
provisione of section 503 of Pub. L. 100~
71. The agency shall establish & Privacy
Act System of Records or modify an
existing system, or use any applicable
Government-wide system of records to
cover both the agency's and the
laboratory's records of employee
urinalysis results. The contract and the
Privecy Act System shall specifically
require that employee records be
maintained and used with the highest
regard for employese privacy.

2.9 Individual Access to Test and
Laboratory Certification Results.

In accordance with section 503 of Pub.
L. 100-71, any Federal employee who is
the subject of @ drug test shall, upon
written request, have access to any
records relating to hia or her drug test
and any records relating to the results of
any relevant certification, raview, or
revocation-of-certification proceedings.

Subpart C—Cartification of Laboratories
Engaged in Urine Drug Testing for
Federal Agenciss

3.1 Introduction.

Urine drug testing is & critical
component of efforts to combat drug
abuse in our society. Many laborstories
are familiar with good laboratory
practices but may be unfamilisr with the
special procedures required when drug
test results are used in the employment
context. Accordingly, the following are
minimum standards to certify
laboratories engaged in urine drug
testing for Federal agencies.
Certification, even at the highest level,
does not guarantee accuracy of sach
result reported by a laboratory
conducting urine drug testing for Federal
agencies. Therefore, results from
laboratories certified under thess
Guidelines must ba interpreted with &
complete understanding of the total
collection, analysis, and reporting
progeu before a final conclusion is
madae.

3.2 Goais and Objectives of
Certification.

(a) Uses of Urine Drug Testing. Urine
drug testing is an important tool to
identify drug users in a variety of

settings. In the proper context, urine
drug testing can be used to deter drug
abuse in general. To be & useful tool, the
testing procedure must be capable of
detecting drugs or their metabolites at
concentrations indicated in 2.4 (e} and
{n.

(b) Need to Set Standards;
Inspections. Reliable discrimination
between the presence, or absence, of
specific drugs or their metabolites is
critical, not only to achieve the goals of
the testing program but to protect the
rights of the Pederal employees being
tested. Thus, standards have beer set
which laboratories engaged in Federal
employee urine drug testing must meet
in order to achieve maximum accuracy
of test resulta. These laboratories will be
evaluated by the Secretary or the
Secretary's designee as defined in 1.2 in
accordance with these Guidelines. The
qualifying evaluation will involve three
rounds of performance testing plus on-
site inspection, Maintenance of
certification requires participation in an
every-other-month performance testing
program plus periodic, on-site
Ingpections. One inspection following
successful completion of a performance
testing regimen is required for initial
certification. This must be followed by a
gecond inapection within 3 months, after
which biannusl inspections will be
required to maintain certification.

(c) Urine Drug Testing Applies
Analytical Forensic Toxicology. The
possible impact of a positive test result
on an individual's livelihood or rights,
together with the possibility of a legal
challenge of the result, sets this type of
test apart from most clinical laboratory
testing. In fact, urine drug testing should
be considered a special application of
analyticel forensic toxicology. That {3, in
addition to the application of
appropriate analytical methodology, the
specimen must be treated as evidence,
and all aspects of the testing procedure
must be documented and available for
possible court testimony. Laboratories
engaged in urina drug testing for Federal
agencies will require the services and
advice of a qualified forensic
toxicologist, or individual with
equivalent qualifications (both training
and experienca) to address the specific
needs of the Federal drug testing
program, including the demands of chain
of custody of specimens, security,
property documentation of all records.
storage of positive specimens for later or
independent testing, presentation of
evidence In court, and expert witness
testimony.
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3.3 General Certification
Requirements.

A laborstory must meet all the
pertinent provisions of these Guidelines
in order to qualify for certification under
these standards.

3.4 Capability to Test for Five Classes
of Drugs.

To be certified. a laboratory must be
capable of testing for at laast the
following five ciasses of drugs:
Marijuana, cocaine, opiates,
amphetamines, and phencyclidine, using
the initial immunoassay and
quantitative confirmatory GC/MS
methods specified in these Guidelines.
The certification program will be limited
to the five classes of drugs (2.1(a) (1)
and (2)) and the methods (2.4 (e) and (f))
specified in these Guidelines. The
laboratory will be surveyed and
performance tested only for these
methods and drugs. Certification of a
laboratory indicates that any test result
reported by the laboratory for the
Fedsral Government meein the
standards in these Guidelinea for the
five classes of using the methcds
specified. Certified laboratories must
clearly inform non-Federal clients when
procedures followed for those clients
conform to the standards specified in
these Guidelines,

3.5 [Initial and Confirmatory
Capability at Same Sits.

Certified laboratories shall have the
capability, at the same laboratory site,
of performing both initial immunoassays
and confirmatory GC/MS tests (2.4 (e)
and (f)) for marijuana, cocaine, opiates,
amphetamines, and phencyclidine and
for any other drug or metabolite for
which agency drug testing is authorized
{2.1(a) (1) and {2)). All positive initial
test results shall be confirmed prior to
reporting them. : ,

3.8 Personnel.

Laboratory personnel shall meet the
requirements specified in'2.3 of these-
Guidelines. These Guidelines establish
thqn:xcluuge lulnws for qulifyinlg or
certifying those la tory personne
involved in urinslysis testing whose
functions are prescribed by these
Guidslines. A certification of a
laboratory under these Guidelines shali
be a detenmnination that thess
qualification requirements have been
met.

8.7 Quality Assurance and Quality
Control.

Drug teating laboratories shall heve a
.quality assurance progrars which .
encompasses all aspacts of the testing
process, including but not limited to . -

specimen acquisition, chain of custody,
security and reporting of results, initial
and confirmatory testing, and validation
of analytical procedures. Quality control
procedures shall be designed,
implemented, and reviewed to monitor
the conduct of each step of the process
of testing for drugs as specified in 2.5 of
these Guidelines.

3.8 Security and Chain of Custody.

Laboratories shall meet the security
and chain of custody requirements
provided in 2.4(a).

3.8 One-Year Storage for Confirmed
Positives.

All confirmed positive specimens
shall be retained in accordance with the
provisions of 2:4(h) of these Guidelines.

.10 Documentation.

The laboratory shall maintain and
make available for at least 2 years
documentation in accordance with the
specifications in 2.4(m).

311 Reports.

The laboratory shall report test results
in accordance with the specifications in
2.4(g).

12 Certification.
{a) General. The Sectetary may certify

any laboratory that meets the standards °

in these Guidelines to conduct urine
drug testing. In addition, the Secretary
may consider to be certified and
laboratory that is certified by a DHHS-
d certificetion program in
accordance with these Guidelines.

(b) Criteria. In determining whether to
certify a laboratory or to accept the
certification of @ DHHS-recognized
certification program in accordance with
thess Guidelines, the Secretary shall
consider tha foll criteria:

(1) The adequacy of the laboratory:

- facilities; -

(2) The expertise and experience of
the laboratory personnel;

(3) The excellence of the laboratory's
quality agsurance/quality control

program;

{4) The performance of the laboratory
on any performance tests;
* (8} The laboratory's compliance with
standards as reflected in any laboratory

- inspections; and

(6) Any other factors affecting the

: reliability and accurscy of drug tests

and reporting done by the laboratory. -
3.13 Revocation.

{a) General. The Secretary shall
revoke certification of any laborstory
certified urider ibesa provisions or
accept revocation by a DHHS-
sscognized cartification program in

accordance with these Guidelines if the
Secretary determines that revocation is
necessary to ensure the full reliability
and accuracy of drug tests and the
accurate reporting of test results.

(b) Factors to Consider. The Secretary
shall consider the following factors in
determining whether revocafion is
necessary:

(1) Unsatisfactory performance in
analyzing and reporting the results of
drug tests: for example, a false positive
error in reporting the results of an
employee's drug test;

(2) Unsatisfactory participation in
performance evaluatioris or laboratory
inspections;

(3) A material violation of &
certification standard or a contract term
or other condition imposed on the
laboratory by & Federal agency using
the laboratory's serviczr;

(4) Conviction for ary ¢riminal offense
committed as an inciclent to operation of
the laboratory; or

(5) Any other cause which materialiy
affects the ability of the laborsatory to
ensure the full reliability and accuracy
of drug tests and the accurate reporting
of results.

(c) Period and Terms. The period end
terms of revocation shail be determined
by the Secretary and shall depend upon
the facts and circumstances of the
revecation and the need to ensure
accurate and reliable drug testing of
Federal employees.

3.14 Suspension.

(2) Criteria. 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 euspend a laboratory's
cartification to conduct urine drug
testing for Federa! agencies. The

‘Secretary may also accept suspension of

certification by a DHHS-recognized
certification program in accordance with
these Guidelines.

(b) Period and Terms. 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 testing of
Federal employess.

%15 Notice: Opportunity for Raview.

(a) Written Notice. When a laboratory
is suspended or the Secretary seeks to
revoke certification, the Secretary shall
immediately serve the laboratory with
written notice of the suspension or
proposed revocation by personal service
or registered or certified mail, reiumn
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receipl requested. This notice shall stats
the following:

(1) The reasons for tha suspension o
proposed revocation;

{2) The terms of the suspension or
proposed revocation; and

(3) The pericd of suspension e
proposed revocation.

(b) Opportunity for Informal Review.
The written notice.shall state that the
laboratory will be afforded an
opportunity for an informal review of
the suspension or proposed revocation if
it 30 requests in writing within 30 days
of the date of mailing or service of the
notice. The review shall be by a person
or persons designated by the Secretary
and shall be based on written
submissions by the laboratory and the
Department of Health and Human
Services and, at the Secretary's
discretion, may include an opportunity
for an oral presentation. Formal rules of
evidence and procedures applicable to
proceedings in a court of law shall not
apply. The decision of the reviewing
official shall be final.

(c) Effective Date. A suspenaion shall
be effective immediately. A proposed
revocation shall be effective 30 days
after written notice is given o, 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 shall terminate immediately
and any proposed revocation shall not
take effect.

(d) DHHS-Recognized Certification
Program. The Secretary's respongibility
under this section may be carried cut by
a DHHS-recognized certification
program in accordance with these
Guidelines.

3.168 Recertification.

Following the termination or
expiration of any suspension or
revocation, & laboratory may apply for
recertification. Upon the submission of
evidence satisfactory to the Secretary
that the laboratory is in compliance with
these Guidelines or any DHHS-
recognized certification program in
accordance with these Guidelings, and
any other conditions imposed as purt of
the suspension or revocation, the
Secretary may recertify the laboretory
or accept the recertification of the
laboratory by a DHHS-recognized
certification program.

3.17 Performance Test Requirement for
Certification.

(a} An Initial and Continuing
Requirement. The performance testing:
program is & part of the initial
evaluation of a laboratory seeking

certification (both performance testing
and laboratory inspection are required)
and of the continuing assessment of
laboratory performance necessary to
maintain this certification.

(b) Three Initial Cycleg Required.
Successful participation in three cycles
of testing shall be required befora a
laboratory is eligible to be considered
for inspection and certification. These
initial three cycles (and any required for
recertification) can be compressed into a
3-month period (one per month).

(c) Six Challenges Per Year. After
certification, laboratories shall be
challenged every other month with one
set of at least 10 specimens a total of six
cycles per year.

(d) Laboratory Procedures Identical
for Performance Test and Routine
Employee Specimens. All procedures
associated with the handling and testing
of the performance test specimens by
the laboratory shall to the greatest
extent possible be carried cutin a
manner identical to that applied to
routine laboratory specimens, unless
otherwise specified.

(e) Blind Performance Test. Any
certified laboratory shall be subject to
blind performance testing (see 2.5(d}).
Performance on blind test specimens
shall be at the same level gs for the
open or non-blind performance testing.

{f) Reporting—QOpen Performance
Test. The laboratory shall report results
of open performance tests to the
certifying organization in the same
manner ag specified in 2.4{g)(2) for
routine laboratory specimena.

3.18 Performance Test Specimen
Composition.

(a) Dascription of the Drugs.
Performance test spacimens shall
contain those drugs aad metabolites
which each certified laboratory must be
prepared tp assay in concentration
mn,%es that allow detection of the
analyte by commonly used
immunoassay screening techniques.
These levels are generally in the
of concentrations which might be-
expected in the urine of recent
users. For some drug anelytes, the
specimen composition will conasist of the
parent dryg &3 well 23 major
metabolites. In some cases, more than
one drug class may be included in one
specimen containes, but generally no
more than two drugs will be present in
any one specimen in order to imitate the
type of specimen which a laboratory
normally encounters. For any particular
performance testing cycls, the actual
composition of kits going to different
laboratories will vary but, within any
annual period, ail laboratories

participating will bave analyzed the
same total set of specimens.

(b) Concentrations. Performance test
specimens shall be spiked with the drug
classes and their metabolites which are
required for certifications: marijuana,
cocaine, opiates, amphetamines, and
phencyclidine, with.concentration levels
set at least 20 percent above the cutoff
limit for either the initial assay or the
confirmatory test. depending on which is
to be evaluated. Some performance test
specimens may be identified for GC/MS
assay only. Blanks shall contain leas
than 2 ng/ml of any of the target drugs.
These concentration and drug types may
be changed periodically in response to
factors such ss changes in detection
technology and patterns of drug use.

3.18 Evaluation of Peformance Testing.

(a) Initial Certification. (1} An
applicant laboratory shall not report any
false positive result during performance
testing for initial certification. Any false
positive will automatically disqualify a
laboratory fram further consideration.

{2) An applicant laboratory shall
maintain an overall grade level of 80
percent for the three cycles of
performance testing required for initial
certification, i.e., it must correctly
identify and confirm 90 percent of the
total drug challenges for each shipment.
Any laboratory which achieves a score
on any one cycle of the initial
certification such that it can no longer
achieve a total grade of 90 percent over
the three cycles will be immediately
disqualified from further consideration.

(3) An applicant laboratory shall
obtain quantitative values for at least 80
percent of the total drug challenges
which are +20 percent or +2 standard
deviations of the calculated referenca
group mean (whichever is larger).
Failure to achieve 80 percent will result
in disqualification.

(4) An applicant laboratory shall not
obtain any quantitative values that
differ by more than 50 percent from the
calculated reference group mean. Any
quantitative values that differ by more
than 50 percent will result in
disqualification.

{5) For any individual drug, an
applicant laboratory shall successfully
detect and quantitate in accordance
with paragraphs (a)(2). (a)(3). and (a}{4)
of this section at least 50 percent of the
total drug challenges. Failure to
successfully quantitate at least 50
percent of the challenges for any
individual drug will result in
disquelification.

(b) Ongoing Testing of Certified
Laboratories.—{1) False Positives and
Procedures for Dealing With Them. No
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false drug identifications are acceptable
for any drugs for which a laboratory
offers service, Under some
circumsiances a false poaitive test may
result in suspension or revocation of
certification. The most serious false
positives are by drug class, such as
reporting THC in a blank specimen or
reporting cocaine in & specimen known
to contain only opigtes.
Misidentifications within a class {e.g..
codeine for morphine) are also false
positives which are unacceptable in an
appropriately controlled laboratory, but
they are clearly less serious errors than
misidentification of a class. The
following procedures shall be followed
when dealing with a false positive:

(i) The agency detecting a false
positive error ghall immediately notify
the laboratory and the Secretary of any
such error,

{#i) The laboratory shall provide the
Secretary with a written explanation of
the reasons for the error within 5
working days. If required by paragraph
{b)(1)(v) below, this explanation shall
include the submission of all quality
control data from the batch of
specimens that included the false
positive specimen.

(iii) The Secretary shall review the
laboratory's explanation within 5
working days and decide what further
action, if any, to take.

{iv) If the error is determined to be an
administrative error (clerical, sample
mixup, etc.), the Secretary may direct
the laboratory to take corrective action
to minimize the occurence of the
particular error in the future and., if there
is reason to believe the error could have
been systematic, may require the
laboratory to review and reanalyze
previously run specimens.

(v) If the error is determined to be
technical or methodological error, the
laboratory shall submit to the Secretary
all quality control data from the batch of
specimens which included the false
positive specimen. In addition, the
laboratory shall retest all specimens
analyzed positive by the laboratory from
the time fo final resoiution of the error
back to the time of the last gatisfactory
performance test cycle. This retesting
shall be documented by a statement
signed by the individual responsible for
the day-to-day management of the
laboratory's urine drug testing.
Depending on the type of error which
caused the false positive, this retesting
may be limited to one analyte or may
include any drugs a laboratory certified
under these Guidelines must be
prepared to assay. The laboratory shall
immediately notify the agency if any
result on a retest sample must be
corrected because the critieria for a
positive are not satisfied. The Secretazy
may suspend or revoke the laboratory's
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certification for all drugs or for only the
drug or drug class in which the error
occurred. However, if the case is one of
a less serious error for which effective
corrections have already been made,
thus reasonably assuring that the error
will not occur again, the Secretary may
decide to take no further action.

{vi} During the time required to
resolve the error, the laboratory shall
remain certified but shall have a
designation indicating that a false
positive result is pending resolution. If
the Secretary determines that the
laboratory's certification must be
suspended or revoked, the laboratory's
official status will become “Suspended”
or “Revoked” until the suspension or
revocation is lifted or any recertification
process is complete.

(2) Reguirement to Identify and
Confirm 90 Percent of Total Drug
Challenges. In order to remain certified,
laboratories must successfully complete
six cycles of performance testing per
year. Failure of a certified laboratory to
maintain a grade of 96 percent on any
required performance test cycle, i.e. to
identify 80 percent of the total drug
challenges and to correctly confirm 90
percent of the total drug challenges. may
result in svspension or revocation of
certification,

(3) Reguirement to Quantitate 80
Percent of Total Drug Challenges at
+20 Percent or +2 standard deviations.
Quantitative values obtained by a
certified laboratory for at least 80
percent of the total drug challenges must
be 20 percent or =22 standard
deviations of the calculated reference
group mean {whichever is larger).

(4) Requirement to Quantitate within
50 Percent of Calculated Reference
Group Mean. No quantitative values
obtained by a certified laboratory may
differ by more than 50 percent from the
calculated reference group mean.

(5) Requirement to Successfully
Detect and Quantitate 50 Percent of the
Total Drug Challenges for Any
Individual Drug. For any individual
drug, a ceriified laboratory must
successfully detect and quantitate in
accordance with paragraphs (b}(2),
(b)(3), and {b){4) of this section at least
50 percent of the total drug challenges.

(6] Procedures When Requirements in
Paragraphs (b){2)-{b)(5] of this Section
Are Not Met. If a certified laboratory
fails to maintain a grade of 80 percent
per test cycle after initial certification as
required by paragraph (b){2) of this
section or if it fails to successfully
quantitate results as required by
paragraphs (b)(3), {b)(4), or {b)(5) of this
section, the laboratory shall be
immediately informed that its
performance fell under the 90 percent
level or that it failed to successfully
quantitate test results and how it failed

to successfully quantitate, The

laboratory shall be allowed 5 working .
days in which to provide any

explanation for its unsuccessiui
performance, including administrative
error or methodological error, and
evidence that the source of the poor
performance haa been corrected. The
Secretary may revoke or suspend the
laboratory's certification or take no
further action. depending on the
serisusness of the errors and whether
there is evidence that the source of the
poor performance has been corrected
and that current performance meets the
requirements for a certified laboratory
under these Guidelines, The Secretary
may require that additional performance
tests be carried out to determine
whether the source of the poor
performance has been removed. If the
Secretary determines to suspend or
revoke the laboratory’s certification, the
laboratory's official status will become
“Suspended" or “Revoked" until the
suspension or revocation is lifted or
until any recertification process is
complete.

(¢) 80 Percent of Participating
Laboratories Must Detect Drug. A
laboratory's performance shall be
evaluated for all samples for which
drugs were spiked at concentrations
above the specified performance test
level unless the overall response from
participating laboratories indicates that
less than 80 percent of them were able
to detect a drug.

(d) Participation Required. Failure to
participate in a performance test or to
participate satisfactorily may result in
suspension or revocation of
certification.

3.20 Inspections.

Prior to laboratory certification under
these Guidelines and at least twice a
year after certification, a team of three
qualified inspectors, at least two of
whom have been trained as laboratory
inspectors, shall conduct an on-site
inspection of laboratory premises.
Inapections shall document the overall
quality of the laboratory setting for the
purposes of certification to conduct
urine drug testing. Inspection reports
may also contain recommendations to
the laboratory to correct deficiencies
noted during the inspection.

3.21 Results of Inadequate
Performance.

Failure of a laboratory to comply with
any aspect of these Guidelines may lead.
to revocation or suspension of
certification as provided in 3.13 and 3.14
of these Guidelines.
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