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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 edit2ng of the plan as distributed to 
Federal agencies. For 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. 

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

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 dr.ug 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 Governme'nt has a 
compelling proprietary interest in establishing reasonable 
conditions of employment. Prohibiting employee drug use is one 
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 Sec·tion 503 of the 
Supplemental Appropriations Act of 1987, Pub. L. 100-71, 101 
Stat. 391, 468-471, codified at 5 U.S.C. 57301 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 F~deral Government's drug testing progr~jU.* 

*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 • 

- 1 -
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The purpose of the [Agency] Drug-Free Workplace Plan is to 
set forth objt3ctives, policies, procedures, and implementation • 
guidelinea, 'to achieve a drug-fr'ee 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 SlDDmftry that describes the two or three 
most significaJnt aspects of your agency's mission. The summary 
should convey 'to the uninitiated reader, why drug testing is 
necessary at y10ur agency. The purpose of the 8 uDDDftry is to 
explicitly des,cribe your agency's mission, and how illegal drug 
use would impact the accomplishment of; that mission. In 
preparing this summary, a review of the following documents from 
your agency may help in identifying examples of the adverse 
impact wbich illegal drug use has had or could have on your 
agency mission: (1) personnel record8~ (2) security clearance 
revocations~ (3) RAP 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. Equ8,lly important is the assurance to employees that 
personal dignity and privacy will be respected in reaching the 
[Agency's] 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. 

- 2 -
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C. Nature« Frequency«. and Type of Drug 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 [Aqency] 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 effective immediately for all [list divisions of the 
agency which will be affected. by the order]. 

F. Union C9Qperation 

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 • 

- 3 -



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.S.C. S7301 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. S552a), 
prescribing requirements governing the maintenance 
of records by agencies pertaining to individual~ 
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.] 

2. Guidance 

a. Office of Persolnnel Management (OPM), Federal 
Personnel Manual (FPM) Letters 792-16 (November 
28, 1986), and j192-17 (March 9 I 1987) I and any 
subsequent FPM letters setting forth guidelines 
for Federal civilian agencies in establishing a 
drug-free workplace pursuant to Executive Order 
12564; 
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b. PPM 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; 

c. 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; 

d. [Appropriate Agency personnel ~ual implementing 
FPH Chapter 792 and FPH.. Supplement, Chapter 792-2 
wi thin the Agency.] 

- 5 -



II. D~FINITIONS 

A. Applicant means any individual tentatively selected-

I. 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. 

B. Employee Assistance Program (RAP) 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. 

C. Employee Assistance Program Administrator means the 
individual responsible for ensuring the development, 
_ :plementation and review of the agency EAP. 

D. 

E. 

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. 

F. 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 substancs 
pursuant to a valid prescription or other uses authorized by 
law. 

G. 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. 

2. 

Uniform-unannounced testing of testing designated 
employees occupying a specified area, element or 
position; or 
A statistically random sampling of such employees based 
on a neutral criterion, such as social security 
numbers. 

- 6 -
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H. Employees in Sensitive Positions means: 

I. 

J. 

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; 

2. 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; 

3. Individuals serving under Presidential appointments; 

4. Law enforcement officers as defined in 
5 U.S.C. S8331(20) and 8401(17); or 

5. 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. S7103 (a)(10). 

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

verified Positive Test Result means a test result that was 
positive on an initial FDA-approved immunoassay test, 
confirmed by a 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. 

- 7 -
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III. EMPLOYEE ASSISTANCE PROGRAMS 

A. Function 

The [Aqen~] RAP 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 RAP, 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 education 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 employee found to be u~ing drugs shall be referred to 
the EAP. The RAP 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. 

- B -
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In the event the employee is not satisfied with the program 
of treatment or rehabilitation, such employee may seek review of 
the RAP Counselor's referral by notifying the RAP Administrator 
prior to completion of the program. The decision of the RAP 
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)(S) 
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. Structure 

The [appropriate d~vision of the agency] shall be 
responsible for oversight and implementation of the [Agency] RAP, 
and will provide, with the support of the [Agency head], high 
level direction and promotion of the &AP. 

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

- 9 -



IV. SUPERVISORY TRAINING 

A. Qbjectives 

As supervisors have a key role in establishing and 
monitoring a drug-free vrorkplace, 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] &AP; 

2. The responsibilities of offering RAP 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 RAP personnel; 

5. The ways to use [the Agency] &APi 

6. How the RAP 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 alcohol; 

- 10 -
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3 . 

4. 

5. 

6 . 

7. 

8. 

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; 

9. Reintegration of employees into the workforce; and 

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

- 11 -



V. EMPLOYEE EDUCATION 

A. Qbjectives 

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--

I. Types and effects of drugs; 

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

3. The relationship of the RAE to drug testing; and 

4. Other relevant treatment, rehabilitation, and 
confidentiality issues. 

B. !leans of Education 

Drug education activities may include: 

1. Distribution of written materials; 

2. Videotapes; 

Lunchtime employee forums; and 

4. Employee drug awareness days. 

- 12 -
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A. 

~. 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.] 

Drug Prog~am 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 activiti.es 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. 

3. 

4. 

5. 

6. 

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, 

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

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, 

In coordination with the RAP Administrator, publicize 
and disseminate drug program educational materials, and 
oversee training and education sessions regarding drug 
use and rehabilitation, and 

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 -



B. Employee Assistance Program Administrator 

The RAP Administrator shall: 

1. Receive verified positive test results from the Medical 
Review Officer; 

2. Assume 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 &APs; and 

4. Advise [Agency] components on the submission of annual 
statistical reports, and prepare consolidated reports 
on the [Agency's] RAP activity. 

C. Employee Assistance Program Coordina~ 

The EAP Coordinator shall: 

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

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

3. Coordinate with the [Agency !1?al1d] , the. Medical Review 
Officer and supervisors, as appropriate; 

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

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

S. 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; 
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7 . Ensure that training is provided to assist 'supervisors 
in the recognition and documentation of facts and 
circumstances· that B~pport 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: 

9. 

a. Name, address, and phone number; 

b. Types of services provided; 

c. Hours of operation, in.cluding emergency 'lours; 

d. The contact person's name and phone number; 

e. Fee structure, including insuranc~ coverage; 

f. Client specialization; and 

g. Other pertinent information; and 

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. 

D. Employee Assistance Counselors 

The Employee Assistance Counselors shall--. 

1. 

2. 

3. 

4. 

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

Be familiar with all applicable law and regulations, 
including drug treatment and rehabil,itation insurance 
coverage available to employees thro,ugh the Federal 
Employee Health Benefits Progranl; 

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

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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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; 

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

g. The preferences of the-employee. 

E. Medical Review Qfficer 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.. Consisten.t. with confidentiality requirement.s, 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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J! • 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 &AP, procedures and requirements for 
drug testing, ~nd 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 RAP 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 Program/Structuxal 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 regard to whether any other field office or 
operating site or headqllarters is prepared to commence with 
testing. Such procedures shall also encourage cooperation and 
coordination among components so as to conserve resources and 
efficiently implement this order. [Agencies should give careful 
consideration to overall stxuctures and determine whether 
additional management analysis provisions should be added.] 

I. Government Contractors 

Wherever existing facillties 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 contrac:t laboratories chosen to perform the 
drug screening tests are duly certified according to 
subpart C of the Mllmdatory Guidelines for Federal 
Workplace Drug Test~ing Proqrams and that any other 
contracts to impl9Dlent this Order conform to the 
technical specificllLtions of the Mandatory Guidelines; 
and 

3. Establish, by contl~act or with [Agency] employees as 
deemed appropriate, the positions and specific 
responsibilities of: the Drug Program Coordinator and 
the Medical Review Officer as required by the Mandatory 
Guidelinea. 
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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: 

1. The purpose of the Drug-Free Workplace Plan; 

2. That the Plan will include both voluntary and mandatory 
testing; 

3. 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; 

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

5. 

6. 

7. 

8. 

9. 

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 hy the 
Medical Review Officer; 

That positive test results verified by the Medical 
Review Officer may only be disclosed to the employee, 
the appropriate RAP administrat~()r, 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: 

c. 

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. A]; 

*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. 

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 only, 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. FINDING 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 sensi ti ve 
position, immediately remove the employee from that position 
without regard to whether it is a Tes'ting 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 

. I 

• 

the employee's return would not endanger public 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 ci+cumstances of each case, and will be consistent with 
the Executive Order. The [Ag'ency] 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 
counseling or rehabilitation and thereafter refrains from using 
illegal drug's. 

[or if a Bofe harbor exi~ts, addl] 

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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[~n 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 employee for 15 days or more; 

5. Suspending the employee until the employee successfully 
completes the RAP or until the [Agency] determines that 
action other than suspension is more appropriate; 

6. Removing the employee from service. 

D. Initiation of MAndatory Removal Fram Service 

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

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 first 
finding of such use. 

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

E. Refusal to Take Drug Test Jihen 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 &AP; 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 (0). 

----I 

• 

[If you wish to create an absolute bar to discipline for 4It 
individuals who voluntarily come forward, .insert the following 
language: ] 

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'sT 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 conditionsl 

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 EAPi 
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 ~s 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, sllch 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 Rando~ 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 
some 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 
Position 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]--

1. 

[Omit any factors which do not apply] 

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 Order and this plan. 
Moreover, the [Agency head] has determined, pursuant to 42 U.S.C. 
290ee-l(b)(2)(B), that all positions 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-l(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&11 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. Deferral 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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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 
crimir.al investigation into illegal drug possession, 
use, or trafficking; 

4. Information provided either by reliable and credible 
sources or independently corroborated; or 

5. Newly discovered evidence that the employee has 
tampered with a previous drug test. 

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 
clrcumstances leading to and supporting this auspicion. 
[Agencies should insert a higher-level approval requirement that 
1s 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 so\rrces of information, 
rationale leading to the test, and the action taken. 
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c. Qbtaining 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. Objectives 

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 em.ployment 
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 USEa by employees working wi thin the 
[Agency], and will provide fc)r a safer work environment. For 
these reasons, drug testing shall be required of all applicants 
as defined in Section II. 

B. Vacancy Announcements 

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

"All applicants tentatively selected for this 
position will be re~lired 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 othe~ 
manner .. 

c. ~cedureB 

The Drug Program Coordinator shall direct applicants to an 
appropriate collection facility. The drug test must be 
undertaken as soon after notifica~ion as possible, and no later 
than 48 hours after notice to the applicant. Where appropri&te, 
applicants may be reimbursed for reasonable travel expenses. 

Applicants shall be advised of the opportunity to submit 
medical documentation that may support a legitimata use for a 
specific drug and that such information will be reviewed only by 
the Medical Review Officer to determine whether the individual i8 
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. Consequences 

The [Agency] will decline to extend a final offer 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. 
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XII. ADDITIONAL TYPES OF DRUG '!'ESTING 

A. ,Accident or Qnsafe 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: 

[State eri teria here. Consider the following example of 
appropriate criterial] 

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

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

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 employees 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 shali 
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 RAP 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 frequenCYI e.g. once a month]. Such testing 
is distinct from testing which may be imposed as a component of 
the EAP • 
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XIII. TEST PROCEDURES IN GENERAL 

A. Mandatory Guidelines for Federal Workplace Drug Testing 

The [Agency] shall ddhere 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 
permitt~d 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 sa~ple. 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 testingJ 

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

c. Has previously tampered with a sampleJ or 

2. Facts and circumstances suggest tha~ 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 

h. 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. 

p, Opportunity to Justify a Positive Test Result 

When a confirmed positive result has beem re.turned by the 
laboratory, the Medical Review Officer shall perform the duties 
set forth in the Mandatory Guidelines. 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 Office,r must review all 
medical records made available by the tested e'mployee when a 
confirmed positive test could have resulted from legally 
prescribed medication. Evidence to justify a l?ositive 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 reconnnend or take administ:t'ative 
action. " 
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B. E:glployee Counseling and Assi&tans:.§ 

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 
inunediately shall be subject to follow-up testing pursuant to 
Section XII(C). 

F. Savings Clause 

To the extent that any of the procedures specified 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. 5552a, et §~., 
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 otherwise 
participating; 

3. To any supervisory or management official within the 
[Agency] having authority to take adverse personnel 
action against such emp!oyee~ 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] personnel, including the Drug Program 
Coordinator, for data collection and othe~ 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 
revocation-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. In order 
to efficiently ~p1ement this order and to make information 
readily retrievable, the Drug Program Coordinator shall maintain 
all records relating to reasonable suspicion testing, suspicion 
of tampering with evidence, and any other authorized 
documentation necessary to ~plement 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 Aallistance Program Recorda 

The EAP Administrator shall maintain only those records 
necessary to comply with this order. After [an operat~g unit 
head] refers an employee to an £AP, the RAP will maintain all 
records necessary to carry out its duties. All medical and or 
rehabilitation records concerning' the employee's drug abuse, 
including RAP records of the identity, diagnosis, prognosis, or 
treatment are confidential and may ba disclosed only as 
authorized by 42 CPR Part 2, including the provision of written 
consent 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 CPR. 52.1 ~~. (1986), 
revised regulations promulgated at 52 FR 21796, June 9, 1987) • 
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E. 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. S552a). 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: 

F • 

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. 

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. 

2. 

3. 

4. 

5. 

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; 

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

- 39 -



6. Terminations or denial of employment offers resulting 
from alteration 0; specimens; 

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

8. Employees who Buccessfully complete RAP. 

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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XV. POSITION TITLES DBSIGNATED FOR RANDOH TESTING 

[List position t.i tIes designated for random drug testing, the 
cri teria and procedures applied in deSignating the posi tlan 
titles, and justification for the criteria and procedures. State 
the number of employees occupying testing designated positions 
arid the frequency with which random tests will be administered. 
Also include a -drug impact statement-describing the dutis1s of 
each testing designated position and the risks of har.m arising 
from illegal drug use by an employee occupying that position.] 

- 41 -



• 

• 

,......, ....... 
Vol. It. No. 1110 
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TItle S-

The President 

APPENDIX A 

32889 

Presidential Documents 

E.xecuth·, Order U564 of September 15. 1986 

Drug-Free Federal Workplace 

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

Drug ule I, bavir-S lerioUl adverae effectl upon a significant proportion of the 
naUonal work force and results in billions of dollars of lost productivity each 
year. 

The Federal govC!rnment. .. an employer. Is concerned with the well-being of 
itl employees. the luccessful accomplishment of agency missions. and the 
need to maintain employee productivity; 

The Federal government. as the largelt employer in the Nation. can and 
should 'how the way towardl achieving drug-free workplaces through a 
program deligned to offer drug usera 8 helping hand and. at the same time. 
demonstrating to drug users and potential drug users that drugs will not be 
tolerated in the Federal workplace; . 

The profita from illegal drug' provide the lingle greatest source of income for 
organized crime. fuel violent Itreet crime. and otherwise contribute to the 
breakdown of our loclety: 

The ule of illegal drugl. on or oR duty. by Federal employees is inconsistent 
not only with the law-abiding behavior expected of all citizens. but also with 
the ,peclal tru.t placed In such employee. al .ervants of the public: 

Federal employee. who U.i Illegal dnls.. on or off duty. tend to be less 
productive. Ie .. reliable. and prone to greater absenteeism than their fellow 
employee. who do not u.e illegal druga; 

The uae of Ulesal drugl. on or oR duty. by Federal employees impairs the 
efficiency of Federal department. and asenclel. undermines public confidence 
in them. and make. It more difficult for other employees who do not use mega I 
dnls' to perform their jobl effectively. The Ule of Illegal drugs. on or off duty, 
by Federal employee. also can pOle e lerioul health and safety threat to 
memben of the public and to other Federal employees: 

The ule of Illegel druss. on or off duty. by Federal employees in certain 
po.IUona evidence. Ie .. than the complete rellabil!ty. stability, and good 
judgment that I. clln.lltent with aeeell to .enalUve Infonnation and creates 
the po.,lblllty of coercion. Influence. and irresponsible action under pressure 
that may po.e a lerioua ri.k to national IIcui::!. the public safety. and the 
effecUve enforcement of the law; and 

Federal employee. who u.elllegal drug. must themselves be primarily respon
lible for changlna their behavior and. if necelsary. begin the process of 
rehabilitatins themllivel. 

By the authority ve.ted In me al Pre.ldent by the Constitution and laws of the 
United Statu of America. lncludina .action 3301(2) of Title 5 of the United 
State. Code. flection 1301 of ntle 5 of the United Statel Code. section 29Oee-1 
of Titl. 42 of the United Statu Code. deeming such action in the best interests 
of national lecurity. public health and .afety, law enforcement and the 
efficiency of the Federal .ervice. and In order to establish standards and 
procedure. to eMure falmen In achieving a drug-free Federal workplace and 
to protect the privacy of Federal amployee •• It Is hereby ordered as follows: 

Section 1. DruB·Free Workploce. 
(e) Federal ~mployee. are required tc. 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. tit 
Is contrary to the efficiency of the service. 

(c) Persons who use ilIegul drugs ar-e not suitable for Federal employment. 

Sec. 2. Agency Responsibllities. 

(a1 The head of each Executive :Qgency shall develop a pllin for achieving the 
objective of a drug·free workplace with due consideration of the rights of the 
government, the employee, and the general public. 

(b) Each agency plan shall include: 

(1) A statement of policy setting forth the ugency's expcctutions regurdiny 
drug use And the action to be anticipated in response to identiflcd drug usc: 

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

(3) Supervisory training to assist in identifying und uddrcllsing illegal drug ulle 
by Agency employees: 

(4) Provision for aelf-referrals as well as supervisory referrl~ls to trelltment 
with maximum respect for individual confidentiality consistent with surety 
and aecurity issues: and 

(5) Provision for Identifyln8 Ulegal drug ulera. including tellting on a controlled 
and carefully monitored basis in accordance with this Order. 

Sec. 3. Dl'U[J Testing Programs. 

(a) The head of each Executive agency ,hall estabUlh II pro81'am to tettt for tho 
use of illegal dru8s by employee. In sen.illve position •. The extent to which 
such employees are tested and the criteria for such leallns shull be determined • 
by the head of each agency, based upon the nature of the ugency's mllllion 
and it. employeel' duties, the erncient use of asency resourcel, and the 
danger to the public health and safety or national security that could re8ult 
from the failure of an employee adequately to discharge hill or her posilion. 

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

(cl In addition to the telitin8 authorized In ttubsectlolls (0) nnd (b) uf thlll 
section, the head of each Executive agency I. authorized to tost an omployno 
for illegal drug ule under the following circumstances: 

(1) When there ill a reasonable suspicion thut Bny employoe Ullftl llleRul druHN: 

(2) In an examination authorized by tho ogency re8ardlng an llccldl'nt or 
unsafe practice: or 

(3) As part of or a. a follow-up to counllellns or rehabilitation fur lI\uHul drug 
use through an Employefl Asslstunce Prosrom. 

(d) The head of each Executive agency i, uuthorlzed to te.t uny uppllcllnt fUf 
illegal drug ule. 

Sec. t. Drug Te,tina Pracedure!. 

(a) Sixty day. prior to the implemontatlon of I dru8 telUns proSfam purtuunt 
to thil Order. Bgenelel Ihall notify employoel that ttlUna for UIO of lUollIl 
drugl II to be conducted and that thoy may lotk counlollnl and rehublllhition 
and Inform them of the procedurel ror obtaining Iuch a.I'ltanCt throuah the 
agency" Employee A'ilitanct Program. Asency druS telUng programl al· 
ready ongoing are exempted from the 6O-doy notice :aqulroment. Asonclo. 
may take action under aecllon 3(c) of thtl Ordor without roforonce to the 00 .• 
day noticD period. . 
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(b) Before conducting a drug test, the agency shall inform the employee to be 
tested of the opportunity to submit medical documentation that may support a 
legitimate use for Ii 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, conslslfmt with applicable law, to protect the confid(!nt:ality of 
test results and related medical and rehabilitation records. Procedures fOI' 
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 Secretarl' of Health and Human Services is authorized to promulgate 
scientific and tech"lical 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 addinon 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 
use illegel drugs, provided that such action is not required for an employee 
who: 
(l) Voluntariiy identifies himself iii ii USel 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 a!' rehabilitation through an Employee Assishmce. 
Program: and 
(3) Thereafter refrains from using illegal drugs. 
(c) Agencies shall not allow any employee 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 detennlned !hat this action would not pose a danger to public 
health or aafety or the national security. 
(d) Agencletf shall InlUate action to reJTI~ve from the service any employee 
who il found to ule illegal drugs and: 
(1) Refuses to obtain counseling or rehabilitation through an Employee Assist· 
ance Programi or 
(2) Doel not thereafter refrain from ullng illesal drugs. 
(e) The resultl of a drug test and Information developed by the agency In the 
coUlle of the drug testing of the employee may be conlldered In procosslng 
any adverse action 8galnst the employee or (or other administrative purpOIOl. 
Preliminary test results may not be uled In an admlnlltratlve procoedlng 
unless they are confirmed by a lecond analYll1 of the lame sample or unlo .. 
the employee confirms the accuracy of the Initial teat by admitting the ule of 
illesal drusl. 
(f) The determination of an agency that an employee u,e. lllog01 drugl can bet 
made on the balll of any appropriate evidence, including direct oblervatlon, a 
criminal conviction, admlnlltraUve inquiry. or the relultl of on authorized 
telUns program. POlmve druS telt reluU. may be rebutted by tither ovidence 
that an employee hal not uled mesal drusl. 
(g) Any acllon to dilclpllne an employee who I, IJllns meBal drugl (including 
removal from the lervlce, if appropriate) Ihall be taken In compliance with 
otherwise applicable procedure.. including the Civil Sarvlco Reronn Act. 

I 
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(h) Drug testing shall not be conducted pursuant to this Order for the purpose .. 
of gathering evidence for use in criminal proceedings. Agencies are not .., 
required to report to the Attorney General for investigation or prosecution any 
information. allegation. or evidence relating to violations of Title 21 of the 
United States Cude received as a result of the operation of drug tesl.ing 
programs es~ablished pursuant to this Order. 
Sec. 6. 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 thn 
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 EmplCJyee Assistance Program Cor Federal aaencles Hnd 
assist ~he age'.lcies In putting programs In place: 
(4) In consultation with the Secretary of Health and Human Services. develop 
and Improve training programs for Federal supervisors and managers on 
illegal drug use: and 
(5) In cooperation with the Secretary of Health and Human Services and 
heads of Executive agenciel. mount an intensive drug awareness campaign 
throughout the Federlil work force. 
(b) The Attorney General Ihall render legal advice regarding the Implementa· 
tion of this Order and shall be consulted with regard to all guidelines. 
regulations. and pollcies proposed to be adopted pursuant to this Order. 
(e) Nothing In this Order shllll be deemed to limit the authorities of the 
Director of Central Intelligence under the National Security Act or 1947, 81 

amended. or the statutory authorities of the National Security Agency or the 
Defense Intelligence Agency. Implementation of this Order within the Jntelll· • 
gence Community. as defined in Executive Order No. 12333. shall be subject to 
the approval of the head of the affected agency. 
Sec. '1. Definitions. 
(a) Thi& Order applies to all a~encies of the Executive Drench. 
(b) For purposes of this Order. the term "Bgency" means an EX2cutlve Bgency. 
88 defined In 5 U.S.C. 105: the Uniformed Services. al defined In 5 U,S.C. 
21.01(3) (but excluding the armed force I a. defined by s U.S.C. 2101(2)): or Imy 
other employing unit or authority of the Federal government. except the 
United Slate. Postal Service, the POltal Rate Commisllon, and employl", 
unUs or authoritiell in the Judicial and Lr.ailla~lve BranchGil. 
(c) For purpole. of thll Order, the term "megsl drugl" meanl a controUed 
substance included tn Schedule I or n, .1 defined by lectlon 802(6) of Title 21 
of thJ United Statel Code, the POlllllton of which I. unlawful under chap tor 
13 of that Title. The term "mess I drusl" dOli not mean the UII of Q controlled 
substance pursuant to a valid prelcrfpUon or other ulel authorlzod by low. 
(d) For purposel of this Order, the term "employee In a lon,lllve pOllltion" 
referl to: 
(1) An employee In a pOlltion that ·an agency head designate I Spoclal Sonll· 
live. Crltical·Sensltlve, or Noncritlcal-Senlilive under Chaptor 731 of the 
Federal Persol!1nel Manual or an employee In a pOIIUon that an egency head 
deslgnatel al lenlltlve tn accordance with Executive Order No. 10450. al 
amended, 
(2) An employee who hll been sranted icce .. to clulIlfied Information or 
may be granted acce .. to clulIlDed Information purauant to a determlnltlon or 
trultworlhlne •• by an asoncy held under Section 4 of Executlve Order NO,. 
12358: 

(3) Individual. ,arvlna untier Pre.ldenthd appolntmontl: 
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(FR Doc. 86-211M 

f'lIed II-l~ 3:41 pml 
18i1lina cod. 31DHl-M 

(4) Law enforcement officera 81 defllled in 5 U.S.C. 8331(20): and 

(5) Other potlltions that the agency head detennlnes Involve iaw enforcement, 
national security, the protection of Ufe and property, public health or saiety, 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 I) U.S.C. 2102(2)). 

(I) For purposes of this Order, the term "Employee Assistance Program" 
means agency·based counseling programs that offer assessment. short-term 
counGcling; and referral services to employees for a wide rangfJ of drug. 
alcohol, and men till l1ealth programs that affect employee fob performance. 
Employee Assistance Programs are responsible for referring drug-using em· 
ployees for rE.habllitation and for monitoring employees' progre811 while In 
treatment. 

Sec. 8. Effective Date. This Order is effective Immediately. 

TIlE WHITE HOUSE, 
September 15. 1988. 

EdItorial Dote: For thl Prelldent', remarkl of September 15 on 11",lnl EO 1:&04. lei the WCICI'Aiy 
Campi/alian 01 Prc.identia/ Dacumfml, (vol. U. no. :sal . 
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101 STAT. 468 

APP~NDIX B 

PUBLIC LAW lOO-71-JULY 11, 1987 

TITLE V 

GENERAL PROVISIONS 

S.c. 501. No put or any appropriation contained in thit Act ahall 
remain available for obliPtion beyond the current fiIcal year UDIt.s 
ezPnllli), 10 DI'OYided herein. 

S.c. 502. EKc:ept .... here ~ficany inCJ'MIIICI or decnued elle
where in thiI Act; the ffJltrictiODI contained within_ appropriationa. 
or ~ aft'ectiDa appiopriatiODI or other turu:II. available 
dunDI fiIcal year 1987, lirriitial the amount .... hich may be expended 
for pezwcmal .me., or for p~ invol'rial peno&ial_mcel, or 
amount. whkh may be tfanjferred between appropriatioDi or 
authorizatioDa avail&ble for or involviq web .me., are hereby 
increaed to the extent n_uy to meet mcr..d pay COIta 
aut.boriled by or =t to law. 

SEe 503. (aX1) .. provickd in IUbIectioD (b) or (e), none of 
the lunda appropria or made available by thiI Act, or any other 
Act, with !'8Ipect to any fiIcal year •• hall be available to admjniater 
or implement any drua teItiDa punuant to Executive Ozder Num
bered 1~ (dated ~Ptember 15, 1986). or any .ublequent order, 
Well ad until-

(A> the Secretary of Health and Human Senicel eertifi. in 
writinc to the Committeel on AppropriatioDi of the HoUle of 
RepreMntative. and the Senate. and Other appropriate commit
t.. of the CoIJINII, that-

(i) each &pney hal developed a plan for achieviDc a druc
free workplace in accordanCe with Executive Order Num-
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bered 12564 and applicable provisions of law (including 
applictlble provi.lionl of this section); 

(ii) the Department of Health and Human Services, in 
addition to the acientmc and technical guidelines dated 
February 13, 1987, and an;: lubsequent amendments 
thereto. hal, in ac:cordance Wlth paragraph (3). published 
mandatory guidelliu. which-

(I) e.tabliah comprehensive standards for all aspects 
of laboratory drug testing and laboratory procedures to 
be applied in carrying out Executive order Numbered 
12564, including standards which require the use of the 
best available technology for ensuring the full reliabil
ity and accuracy of drug testa and strict procedures 
governing the chain of cuatody of specimens collected 
for drug teItinr. 

(II) specify the drupfor which. Federal employees 
rna)': be teeted; and 

(Ill) eatablish appropriate standards and procedures 
for periodic review of laboratories and criteria for cer
tification and revocation of certification of laboratories 
to perform drug testing in carrying out Executive 
Order Numbered 12564; and 

(iii) all agency drug.~ prognuna and plans estab
liahed pursuant to "Executive Order Numbered 12564 
com:()ly with a,plicable provisionJ of law, includina' 
~ppbcable provisIOns of the Rehabilitation Act of 1973 (29 
U.s.C. 701 et Mel.>, title 5 of the United Statal Code. and the 
mandatory guideline. under clau.ee (ii); 

(8) the Secriltary of Health and Human SerriCM hal ,ubmit
ted to the Con,nlll, in writinl, A detailed. apncy-by-qency 
analywia relati.q to-m the criteria and proc:edU1"M to be applied in deeipating 

empl01 __ or po:aitiOni for dnll t.tiDi. includina' the jlJlo 
tificatlon for ncb criteria and ploceduree; 

(ii) the poIition titl. d __ ted for random drur tettina; 
and 

(iii) the nature. frequency. aDC! type of druI ~ pro
poled to be inltituted; and. 

(CJ the Director of the Office of Manapment and Bu~ baa 
nbmitted in writiq to the Committee. on Appropriationa of 
the HoUle of RePIWIDtativei and the Senate a detailed, apn~
by~ncy a.n.alYIiI (al of the time of certification under 
nbpuqraph (A» or the antici~ted annual COIta a.ociated 
with carT)'lna' out Eucutive order Numbered 12564 and all 
other ~Iliremenu under thia leCtion d~ the 5-year period 
bMinniDir on the date of the u.actment of thi.i Act. 

(2) N"otwitlWtandinl .w.ecti0ll <I). for ~ of thiI aublection, 
the term ".,.~' IIl8DII8-

(A) the EDcutive Office of the Prelident; . 
(B) an Exeeutive department UDder MCtion 101 of title 5. 

United Statel Code; . 
(C) the Environmen~ Protection Acener. 
(I) the General Service. Adminittr&tion~ 
(E) the National AeronaUtiCi and Space Administration; 
(F) the Office of Penonnel Manapment; 
(G) the Small BUIin_ Admi.ni.tration; 
(H) the United Stat. Information Apncy; and 

SCFR.l~ 
Comp., p. 2U 
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Federal 
~r •. 
pu6lication. 
5 USC 500 d 1«/. 

8 CFR, 1986 
Comp .. p. 224. 

m the Veterans' Administration; 
except that such term does not include the Department of Transpor
tation or any other entity (or component thereoO covered by subsec
tion (b). 

(3) Notwithstanding any provision of chapter 5 of title 5, United 
States Code, the mandatory guidelines to be published pursuant to 
subsection (a)(lXAXii) shall be published and made effective exclu
sively according to the provisions of this paragraph. Notice of the 
mandatory guidelines proposed by the Secretary of Health and 
Human Services shall be published in the Federal Register, and 
interested persons shall be given not less than 60 days to submit 
written comments on the proPOSed mandatory guidelines. Following 
review and consideration o( written comments, fmal mandatory 
guidelines shall be published in the Federal Register and shall 
become effective upon publication. 

(b)(ll Nothing in subsection (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 agen~ with an agency-wide drug-testing program in 

existence sa of September 15, 1986; or 
(0) 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 ~xist--
ence sa of September 15, 1986- . 

(A) shall be brought into full compliance with Executive 
Order Numbered 12564 no later than the end of the 6-month 
period beginning on the date of the enactment of this Act; and 

(B> shall take such actioll& 88 may be neceuary to ensure that 
their respective drug-testing programs or plana are brought into 
full compliance with the mandatory guidelines published under 
8ubeection (a)(1XAXii) no later than 90 days a.fter such manda
tory guidelines take effect, except that any judicial challenge 
that affects such guidelines Ihould not affect drug-testing pro
grams or plans subject to thia paragraph. 

(c) In the case of an agency (or component thereof) other than Ill! 
agency u defined by lubsection (a){2) or liD agency (or component 
thereof) covered by sut.ection (b), none of the funds appropriated or 
made available by this Act, or any other Act, with respect to any 
f18C8l year, lhall be available to administer or implement any drug 
teating punuant to Executive Order Numbered 12564, or any suble
quent order, unlea and until-

(1) the Secretary of Health and Human Servicei providee 
written certification with respect to that agency (or component) 
in accordance with clauses (i) and (iii) of sutieection (a)(l)(A); 

(2) the Secretary of Health and Human Services h8s submit
ted a written, detailed analrt!is with respect to that agency (or 
component) in accordance WIth 8ubsection (aXIXB); and 

(3) the Director of the Office of Management and Budget has 
submitted a written, detailed analysis with respect to that 
agency (or component) in accordance with subeection (aX1)(C). 

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

{U any records relating to such employee's drug tNt; and 
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(2) any recorda relatini ~ the reeul.ta of .any relevan~ certifi
cation. review or revocatlon-of-certification proceedi.np, u 
refened to in .~beeCtion (aXIXAXiiXm). 

(e) The results of a drug te.t of 8 Federal employee may not be CJ...med 
di8cloeed without the prior written consent of such employee, unlea information. 
the diacla.ure would t.--

(1) to the employee's medical review official (as dermed in the 
scientific and technical guidelines referred to in aubeection 
(aX 1 XAXii»; 

(2) to the administrator of an)' Employee Auistance Progl"8lD 
in which the employee iI receivmg counseling or treatment olr is 
otherwise partiCIpating; 

(3) to any ~upervilory or management official within the 
employee'l agency having authority to take the advenw; penon
nel action against IUCh employee~ or 

(4) punuant to the order of a court of competent juNdiction 
where required by the United State. Government to defend 
against any challenp again.It any advenMI pe1'l1Onnel action. 

m Each apn~ covered by Executive Order Numbered 12564 8hall ~rta. 
submit to the Committee8 on Appropriations of the HoWIe of Rep- 8 CFR, 1986 
reeentativN and the Senate, and other appropriate committees of Comp., p. 224. 
the Congna, an annual report re1atina' to di-ua~testing activiti. 
conducted by .uch 8J8~CY purauant to luch elltecutive order. Each 
IUch annual re~rt IJball be submitted at the time of the President'. 
budget IUb.m.l0n to the CoIllfe8l under section 1105(8) of title 81, 
United States Code. 

<J) For p~ of this section, the terms "ageney" and 
"Employee Ailistance Prccram" each has the meaning given such 
term under section 7(b) of""Ezecutive Order Numbered 12564, u in 
effect on September 15, 1986. 

SIC. 004. None of the fundi appropriated by thiJ Act may be 
obl~ted for the centralization, coDIOlidation, or redeployment of 
the CustoIDl Service Air Operationa unlell the Secretary of the 
Treasury lubmita • rePQrt to the Committee. on Appropriationa 
which seta forth .pecif'w detaiJa for the UI8 of IUch fundi thirty da,. 
in advance of IUcli implementation. 

SIC. 505. None of the fundi appropriated or made amIable by this v .... 
or any other Act or otherwige appropriated or made available to the 
Secretary of Trans~tion or the Maritime Administrator for 
pUrpolel of admimlterinl the Merchant Marine Act. 1986, U 
amended (46 U.S.C. 1101 et seq.), Ihall.be UI8Ci by the United States 
Department of Transportation or the United State. Maritime 
Acbnuu.tration to propoee, promuJpte, or implement any rule or 
regulation, or, with ~ to w.eli which repa!d .w.idy purauant 
to the rule promuloticl by the Secretary May 3, 1985 and vacated 
by OrcMr Of the -U.s. Court of ApJJ6ali for the D.C. Circuit 
JanU&l1. 16. 1987, conduct any acijui:licatory or other replatc:Jry 
p~, eucute or penorm any contract, or participate in My 
Judicial action with Nlpect to the. repayment of conatruction dif
ferential .ubeiely for tile permanent releue of v81181i from the 
remictioDl in lection 506 of the Merchant Marine Act, 1936, U 
amended: Provid«l, That IUch fundi may be uaed to the extent luch 4G USC 1156. 
expenditure relate. to a rule which conforma to ltatutory Itarldarda 
hereafter enacted by Co~ 

SIC. 506. Notwithltan any other provision of thil Act, appro-
priatiODl made by title I 0 thii Act for the following ac:count lhall 
be u follawa: 

• 

• 
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MANDATORY GUIDELINES FOR 
FEDERAL WORKPLACE DRUG 
TESTING PROGRAMS 
Subpart A--GeiMnI 
1.1 Applicability. 
1.2 Definition •. 
1.3 Fultlre Revi.ion •• 

Subpart 8--8c::11ntUk: ... T~ 
RequiNmeata 
2.1 Tha Drua •. 
Z.2 Specimen CoUection ~u.rn. 
2.3 Laboratory PeI'lOMeL 
%.4 Laboratory AnaIYIII Proceduru. 
U Qullity Auurlncc aad Quality ControL 
1.8 Interim c:.rtiftcaliOD Proctdarn. 
2.7 Reportina Ind Review of Result •• 
%.8 Frotection of Employ .. R.oords. 
2.i ladivldual Acceu to Tnt IDd 

Laborator)' CartUlcatioD Result&. 

'Subpart c.-.c..tIfteadoe 01 LabcntoMl 
Enlepd b:a UriDe DNa TNtiDa foe- Federal 
ApDd.. ' 
3.1 Introduction. 
3.2 Coal, And Ob~tiYH or Certification. 
3.3 General CertificatiOD Requl~m.ntl. 
3,4 Capability to Tilt ror Flv. 0 ..... or 

DruSl, 
3.5 Initial and'Confirmatory Capability a' 

Sam., Si'!'t!i. 
3.8 PersoMtll. 
3.1 Quality Allurlru:e Ind QuaUty Control. 
3.11 Security Ind Chain or Cu.tody. 
lUI One-Y ear Stora .. lor Confirmed 

Po.ltivee. 
3.10 Documentation. 
3.11 Reports. 
3.1% Certification. 
3.13 Revocation; 
3,14 Suapenlion.· 
3.15 Notica: Opportunity for Revi.w. 
3.111 ReQrtification. 
3.17 Performance Tnt Requirem.nt for 

CertifieltioD. 
S.18 Performaace Tnt Specimen 

Compotition. 
Ui Evalulti01l of Performance THtinI-
3.20 In.pection •. 
3.%1 Retulta of lnadequltl Performance. 

Authority: i.0. 12.504 and MC. 503 of Pub. L. 
l00-n. 

Subpart A-GauaI 
1.1 Applicability. 

(al TheM mandatory pidellnn ;pply 
to: 

(1) Executive Asencin II d.fined In 5 
U.S.C.1OS: 

(2) The Uniformed Servicel. II 
defined in 5 U.S.c. 2101 (3) (but 
excluding the Armed Forcel a. defintd 
in 5 U.S.c. 2101(%)); 

(3) And any other employina unit 0\' 
authority of the Federal Govemment 
except the United Stat .. Poltal Service. 
the Poltal Ratl Commil.ion. and 
employiDs unitl or authoriti.1 In the 
Judicial and Legi.lltive Branch... . 

(bl Any Ijeney or component of an 
Ipney with I dnIa t.lting pfOll'Ul in 
exilt.nce al of September 15. 1888, aDd 
the DepartmentJ of Tranaportltion and 
EnefIY Ihall take IUch Iction al may be 
neceiliry to eDlUl"l that the as.ney II 
broUlht into compliance with th ••• 
Guid.lin.1 no la. than iO day. after 
they take effect. except that any Judicial 
chillena. that Iff.eta thel. Guideline. 
,hall not affect drua testint PfOFUDI . 
lubject to thil paralP'lPb. . ", 

(cl Except II provided in z.e. Subpart 
C of the .. Guid.linH (which 'Itablilhe. 
laboTatory certification Itandarda) 
Ipplin to any laboratory which hll or 
1Mb certification to perform arine drq 
laltina for Fed.ralapncin ander • druI 
teltina prol1'lDl conducted andll' £.0. 
12!e4. Only Iaboratori.1 certifled a.a.dar 
theM ltandardl are authorized to .' 
perfOnD urine drua t .. tina for Federal 
Ipnd ... 

(d) The lntilligence Communsty ... 
defined by Executive Order No. lZ333. .. 
thall be lubject to the.e GUidelines only" 
to the extent agrud to by the head of 
the affected Isency. 

(e) Thele Guidelinel do not apply to 
drug telting conducted under legal 
authority other thin E.O. 12564. 
IncludinltClllting of penam! in thl!! 
criminal justice IYltem. luch as 
.lTelt •••• detaineel. proba tione~. 
incarcerated personl. or parolee •. 

(0 Alendea may not deviate rrom the 
provilions of these Guidelinea without 
the written approvil of the Secretary. in 
requeatina Ipprovil ror I deviation. an 
Iseney mlat petition the Secretary In 
writing and de.cribe the tpecific 
provi.ion or provisiona for which I 
deviation II tought and the rationale 
therefor. The Secretary may approve the 
requelt upon a finding of good cause at 
determined by the Secretary, 

1..2 lkfinitio~. 

For purpoles of theae Guidelines the 
followinl definitiont are adopted: 

Aliquot A portion of a .pecimen used 
fortntina· . 

Chain of Cu,tody Procedure. to 
account for the integrity of each urine 
~en by trackins It I hlndling Ind 
Gtorase from point of lpecimen -
coUection to final ditpolition of the _ 
.pecimen. Thne procedures Ihall 
require that an approved agency chain 
of cuatody form be used from time of 
collection to receipt by the laboratory 
and thlt upon receipt of the laboratory 
an Ippropriate laboratory chain of 
custody formes) account for the .ample 
or IImple aUquotl within the laboratory. 
Chain of cultody form. shall. It I 
minimum. include an entry documentins 
date and purpole elch time I Ipecimen 
or aliquot II hlndled or tranlrerred and 
ldlntifyinaevery individual in the chain 
ofcuatody. . . 

CollKtion Sit. A place delignated by 
thl I"Dey where individuals preae~t 
thllDl.lv.1 for the purpole of providing 
• .pecimen of their urine to be analyzed 
for the prelenCI of drugl: 

CallKlion Sittl Person A person who 
inltructl and 1.II.taindividuals a1 I 
coll.ction litl and who receives and 
mab. aD initial.xamination of the 
urlnl lpecimen provided by thole 
individuala. A collection lite penon 
thaU have succellfully completed 
trainiDC to carry out thi. function. 

Cilnfirmalory T.at A lecond 
ual)'tical procedUl"l to identify the 
praHllce of a apeciftc dru8 or metlbol. 
which IIlndepandent of the initill tel 
ud wldch UNI a different technique' 
IDd chlmical principle from that of the 
intitlal tat in order to In.urt relWbllity 
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and accuracy. (At thiJ t.ima ... 
chromatograpby I ma .. lpectroawtr'J 
(GC/MS) il the only authoriMd 
confirl'Mtion method fIX coc:aiM. 
marijuana, opiates. ampbetamlDn. aDd 
phencyclidine.) . 

Initial Test (aUo known tU ScrNninl 
Test) An immun.ouay acreen to 
eliminate "u:llfliItiVg" urine .pecimoM 
from further conaideratlon. 

Medical &/fitlW Officer A Ucenaed 
physician reaponaible for receivina 
laboratory reaulta generated by an 
agency'. drug teat.Jng program who h •• 
knowledge of aubaul1U abUM ditordera 
and haa appropriate medical trainina to 
Interpret and evaluate aD Individual'a 
positive tellt re.ult together with WI or 
her medical h.i8tory and Illy other 
relevant biomedical information. 

Permanent RIJcord Book A 
permanently bound book iD which 
identifying data on each lpecimen 
collected at a collection .ite are 
permanently recorded in the lequem:e of 
collection. 

Reason to lklilJvtl Rea.on to beli.ve 
that a particula.r Individual may alter or 
lub.titute the urine Ipecimen .. 
provided In laction 4(c) of £.0.125&1. 

Secretary The Secretary of Health and 
Human Service. or the &u:reLtry' • 
designee. The Secretary'. delign .. may 
be contractor or other recognized 
organization which acta on behalf of the 
Secretary in implementing then 
Guideline&. 

1.3 Future RtWision& 

In order to enaure the full reUabWty 
and accuracy of drug a .. aYI. the 
aC1:urate reporting of teat result .. and 
the integrity and emcacy of Federal drva 
testing programs. the Secretary may 
make changes to these Guidelina to 
reflect improvementl in the available 
science and technology. These change. 
will be publilhed in final .1 a notiCII in 
the Federal Repter. 

Subpart B-Sdeatific aDd Trinic:al 
Requirements 

2.1 The Drugs. 

(a) The Prelident', Executive Ordl!' 
12564 defmel "i1lqal drup" u those 
included in Schedul8 I or U of the 
ControUed Sub.tances Act (CSA). but 
not when UJed punuant to a velid 
prescription or wheD und a. otherwt •• 
authorized by law. Hundreds of dnJp 
are covered u.u.d!r Schedul.! and U and 
while It i. not leuible to tHt routinely 
for all of them. Federal dnJa talint 
programl Ihall tnt for drus' u foUowr. 

(1) Federal qeney appllcant and 
random drus latin. program. ahaU at a 
minimlml tut fIX marijuana and 
cocaine; 

(2) FoderaJ ..,ocy applicant and 
random drq tntin3 progNDlI are Wo 
authorized to telt for opiates. 
IUIlphetamlnu. and phencyclidine; and 

(3) When conducting reuonable 
lIuspicion. accident. or unsafe practice 
t.lting. a Federal agency may test far 
any drug Ulted In Schedult 1 or n of the 
CSA. 

(b) Ally agency covered by the .. 
guidellnu ahall petition the Seaetary in 
writins for approval to Include In itl 
telUng protocol. any drugl (or cluse. of 
drugl) not lilted for Federal apney . 
telUng in paragraph (a) of thil section. 
Such approval Ihall be Umited to the we 
of the appropriate lcience and 
technology and Iball'not otherwile limit 
agency d.iac:Nltioa to tut for any drugs 
covered under Schedule 1 or U of the 
CSA. 

(c) Urine Ipecimena collected 
punuant to Executive Order 12564, Pub. 
L 1OG-71, and thele GuJdelinH .hall be 
uled only to tlett for those drugs 
included in agency drug-free workplace 
plant and may not be uled to conduct 
any other analysia or telt unles. 
otherwile authorized by law. 

(d) The .. Guidelin .. are not intended 
to limit any agency which il specifically 
authorized by law to include additional 
catesorie. of drup in the drug testing of 
its own employees or employees in its 
regulated indUJtriea. 

2.2 SptJCim~n Col1ecUan ProcIJdurn. 
(a) DHipatJoa 01 Co//eelloa Slt6. 

Each -seney drus leltins program ahaU 
have one or more delignated collection 
IUn which bave all neceuary 
persoDlUlL materiala. equipment. 
fadlltin. ad IUperriaion to provide for 
the collection. aecurlty. temporary 
.tor .... ed ah1pph,-. or tranaporUltion 
of urine apedmea. to " certified drug 
tealiq "bOrato",_ 

(b) StN:urity Procedural shall provide 
for the dacignated collection lite to be 
.ecure. U a collectkm aite facility iI 
dedicated solely to urine collection. it 
.hall be MCWIIat all timu.1f a facUity 
cannot be dedicated .olely to dnJg 
telting. the portioll of the facWty uled 
for t.utiq Ihall be MCU1'ed. during drua 
telting. 

(e) Chain 0/ Cutody. Chain of 
cu.tody .tandardlzed forml .hall be 
property executed by authorized 
collection lite penoanel upon receipt of 
specimaa. Handlinl and transportation 
of ariae .pedml'nl from one authorized 
individual or place to another .hall 
alwaya be accomplished tbroush chain 
of cu.atoeJ, pl'OCadura. Every effort aha1.l 
be made to miDimiu the number of 
person. hmd.U:oa .pecimeDL 

(d) Accn, to Aulhoriud PtmonneJ 
Only. No unauthorized personnelahaU 

be pemU tted in lillY put of the 
designated collection lit, when urina 
'pecimeru am collected or stored. 

(e) Privacy. Procedu.res for col~ting 
urine specimellW ,han aUow individllsl 
privacy unles. therell reaaon to believe 
that a particula.r individual may alter or 
lubstituhl the apecil1l1!n to be proYid~. 

(fJ Intf!grity and Identity of Specimen. 
Agenciel Ihll take precautions to 
ensure that a urine specimen not be 
adulterated or diluted during the 
collection procedure and that 
information on the urine bottle and in 
the record boole can Identify the 
individual from whom the specimen was 
collected. The followinS minimum 
precautionl 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 tanka wherever 
pOllllible, so the reservoir of water in the 
toilet bowl alwaya remains blue. There 
Ihall be no other IOurce of water (e.g., 
no Ihower or sink) in the enclosure 
where urination occun. 

(2) When m individual arrives at the 
collection aite, the collection aite person 
shall request the individual to present 
photo id~Dtification. II the individual 
doel not have proper photo 
identification. the collection aite person 
shall contact the IUpervisor of the 
individual, the coordinator of the drug 
testing program. or any other agency 
official who can pOlitively identify the 
individual. II the individl&a1'l identity 
cannot be eltablilhec1. the collection lite 
peraon Ihall not proceed with the 
collection. 

(3) II the individual faila to arrive at 
the a.signed time, the coUection site 
person lhaU contact the appropriate 
authority to obtain guidance on the 
action to be taken. 

(4) The collection lite person shall ask 
the indiYidual to remove aDf 
unnecesaary outer sarmeDta IUch I. a 
co~t or jacket U1Rt might c:onceal items 
or subltancel that could be uled to 
tamper with or adulterate the 
individual'l urine Ipecimen. The 
collection lite person Ihall ensure that 
all personal belongingl such as a purse 
or briefcae remain with Ibe ooler 
garmentl. The individual may retain his 
or her walleL 

(5) Th. individual shall be inslructed 
to wmlh md dry ht. or her hands prior 
to urination. 

(8) Alter Walh1ng band.;. the 
individual shall rtmai.n in the prtsence 
of the collectioo Ii .. penon and shall 
not have aceen to an, 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 hilll 
her specimen in the privacy or •• tall or 
otherwise partitioned area that allows 
Cor individual privacy. 

(8) The collection site person .hall 
note any unusual behavior or 
appearance in the pennanent record 
book. 

(9) In the exceptional event that an 
agency·designated collection lite is not 
accessible and there is an immediate 
requirement Cor IIpecimen collection 
(e.g .• an accident invesUgation). a public 
rest room may be used according to the 
follo ..... ing procedures: A collection site 
person oC the saine gender IU the 
individual shall accompany the 
individual into the public rest room 
which shall be made .ecure during the 
collection procedure. If possible. a toilet 
bluing agent 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 
.pecimen is collected. If no bluing agent 
is available to deter .pecimen dilution. 
the collection site person shall inslrlJct 
the individual not to flush the toilet until 
the specimen ill delivered to the 
collection site penson. After the 
collection site penson 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 procedure •. 

(10) Upon receiving the specimen from 
the individual. the collection site person 
shall detennine that it contains at lesst 
60 milliliten of urine. If.there is less than 
60 milliliters of urine in the container. 
additional urine .hall be collected in a 
separate container to reach a total of 60 
milliliteps. (The tempera,ure of the 
partial lpecimen in each aeplrate 
container .hall be mea.ured in 
accordance with paragraph (O(12) of thil 
.ection. and the partial lpecil1'lenl .hall 
be combined in one container.) The 
individual may be given a rea.onable 
amount of liquid to citlnk for thil 
purpole (e.g .• a gla'l of water}. If the 
individual fails for any real on to 
provide 60 milliliten of urine. the 
collection .ite penon .haU conUtct the 
appropriate authority to obtain guidance 
on the action to be take!'~ 

(11) After the .pecimen hiS been 
provided and lubmitted to the coUeclion 
lite penon. the individual .han be 
allowed to wash his or ber handl. 

(12) Immediately after the lpecimen ia 
collected. the collection lite perlOn Iballl 
mea lure the temperature or the 
apecimen. The temperature mea luring 
de\ice u.ed must Icmaately renect the 
temperature of the specimen and not 

contaminate the specimen. The time 
from urination' to temperature 
measurement is critical and in no case 
.hall exceed .. minutes. 

(13) If the temperature oC a specimen 
is out~ide the range of 32.S·-37.7·C/ 
9O.s"-99.S·F, that is a reason to believe 
that the individual may have altered or 
substituted the .pecimen. and another 
Ipecimen shall be collected under direct 
observation of a .ame gender collection 
.ite penon and both Ipecimenl Ihall 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 .pecimen.caused by 
the specimen', temperature falling 
outside the prescribed range. 

(14) Immediately after the specimen is 
collected. the collection .ite person shall 
also inspect the .pecimen to detennine 
its color and look for any signl of 
contaminants. Any unusual findings 
.hall be noted in the pennanent record 
book. 

(15) AU specimens .uspected of being 
adulterated .hall be forwarded to the 
laboratory for testing. 

(16) Whenever there i. reason to 
believe that Il particular individual may 
alter or lubstitute the specimen to be 
proVided, I .econd specimen shall be 
obtained as 1I00n as possible under the 
direct observation of a same gender 
collection site person. 

(17) Both the individual being tested 
and the collection lite penon .hall keep 
the specimen in view at all times prior to 
its being .e&led and labeled. If the 
specimen II tran.ferred to a second 
bottle. the collection site person .hall 
request the individual to obllerve the 
tranafer of the specimen and the 
placement of the tamp!rproof .eal over 
the bottle cap and down the .ide. of the 
bottle. 

(18) The collection .lte peraon and the 
individual Ihall be present at the 18me 
time during procedures outlined in 
paragraphs (O((19HO(22) of this .ection. 

(19) The collection .ite penon .hall 
place lecurely on the bottle an 
identification label which contains the 
date. the individual'l .pecimen number. 
and any other identifying information 
provided or required by the Isency. 

(2O) The individual shall initial the 
identification label on the lpecimen 
bottle ror the purpo.e of certifying that it 
ts the lpecimen collected from him or 
her. 

(2:1) The collection Ilte peraon Ihall 
enter in the permanent record book aU 
inrormation identifying the lpecimen. 
The collecllor. sUe penon Ihlll ligo the 
permanent record book next to the 
IdentiIytna Wormation. 

(22) The individual shall be asked to ... 
read and lign a statement in the _ 
permanent record book certifying that 
the Ipecimen Identified as having been 
collected from him or her is in fact that 
specimen he or .he provided. 

(23) A higher level 'Iupervilor .hall 
revi!)w OInd c.oncur in advance with any 
decision by a collection site person to 
obtain a IIpecimen under the direct 
observation of a lame gender collection 
lite person bued on a reason to believe 
that the individual may alter or 
lubstitute the specimen to be provided. 

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

(25) The u.rine specimen and chain of 
custody fonn are now ready for 
Ilhipment. 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 
perfonned. It il essential that the urine 
specimen and custody documents be 
under the control of the involved 
collection aite person. If the involved 
collection lIite person leaves his or per 
work station momentarily. the specimen 
and cUltody Conn shall be taken with 
him or her or shall be .ecured. After thee 
collection site person returns to the 
work Itation. the custody process will 
continue. If the collection aite 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 light both before 
and after the individual haa urinated. 
After the specimen is collected, it shall 
be properly aealed and labeled. An 
approved chain of custody fonn .hall be 
uled for maintaining r.ontrol and 
accountability of each specimen from 
the point of collection to final 
disposition of the specimen. The date 
and purpose .hall be documented on an 
approved chain of custody fonn each 
time a specimen il handled or 
transferred and every Individual In the 
chsin shall be identified. Every effort 
ehall be made to minimize the number of 
peraon. handling lpecimens. 

(h) Transportation to Laboratory. 
Collection lite persoMel .hall arrange 
to ship the collected .pecimens to the 
drug te.tins laboratory. The .pecimen. 
Ihall be pieced in containera designed to 
minimize the po.slbility of damage 
during lhipmenl. for example. specime. 
boxel or padded mailen: and thole 
containera Ihall be securely sealed to 
ellminate the poIslbility of undetected 
tampering. On the tape .ealing the 
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container. the collection aite .upenrimr 
shall sign Ilnd enter the date lpecimeaa 
we~ sealed in the conlain.era (or 
shipment The ca.llection .lte peraoBM1 
shall ensure that the chain oC cu.stody 
documentation is Ilttached to each 
container sealed for sltipment to the 
drug testillB lahoratory. 

2.3 Laborowry Personnel. 

(a) Day·w.Day ManagemenL 
(1) The laboratory s:hall have a 

qualified individual to assume 
i'rofe~si~mal. organizational. 
educational. and administrative 
responsilJility for the laboratory'l urine 
drug testing facility. 

(2) This individual shall have 
documented scientifK: qualificatiOlUl in 
analytical forensic toxicology. Minimum 
qualificationl are; 

(i) Certification sa a laboratory 
director by the State in foren.lc or 
clinical laboratory tOxicology; or 

(ii) A Ph.D. in one oC the natural 
sciences with an adequate 
undergraduate and graduate education 
in biology, chemistry. and phlfnnacology 
or tOxicology, or 

(iii) Training and experience 
comparable to a Ph.D. in one oC the 
natural sciences. auch al a medical or 
scientific degree with additional training 
and laboratory/research experience in 
biology. chemiatry, and phannacology or 
tOXicology: and 

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

(A) Appropriate experience in 
analytical Corensic toxicology includios , 
experience with the analYliJ of 
biological material Cor drop of sbun. 
and . 

[B) Appropriate training and/or 
experience in forensic applicatiODI of 
analytical tOxicology, e.g.. publicatioDi. 
court testimony. research concemins 
analytical toxicology of druga of abu ... 
or other (sctora which qualify the 
individual 81 an expert wible .. In 
forensic toxicology, 

(3) This individual .IWI be engaged in 
and responlible for the da,-kHllY 
management of the drag latina 
laboratory even where another 
individual hu overaU re.poaatbUity fM 
an ent..ire multilpecialty laborato17. 

(4) Thil individuaillhall be 
responsible fM I!JmU'i.rlg that then arw 
enough personnel with adequate 
trainil18 and experience to .apervi .. aDd 
conduct the work oC the drug fe.liDs 
laboratorr. He or lbe .hall.uun the 
continued competenICJ of laboratory 
personnel by docu.mentiD8 their 
in service trainlAlg. reviewin8 their work 
performance. and verifyins their akillL 

-
(5) Thil iDdl viduallhall be 

responsible for thw laboratory', bavins a 
procedure maaual Jlth.lch II cauple1ll. 
up·to-date. available for peraoa.nel 
perfonn.ins leila. .Dd followed by thoM 
peraonnel. The procedare manual .hall 
be remwed.1i&ned. and dated by thll 
respoDlible iDdividual wben.Vfli' 
procedure.a ant lirat plaC2C!i into UN o~ 
changed Of when a new individual 
asaumel re8pomibilit)' for management 
of the drug testins laboratOlY. Copi" of 
all procedurel aod dates em which they 
are in effect shaU be maintained. 
(Specific contenta of the procedww 
manual are described in U(n)(l).) 

(6) Th.is individual.ahall be 
responaible for mainta.i.nins • quality 
assurance program to USIll'e the proper 
performance and repOrting of all te.t 
results; for maintainiDg acceptable 
analytical performance for aU controlJ 
and ltandardS; Cor maintaining quality 
control tel tins: aDd for a .. uring and 
documenting th. validity. reliability. 
accuracy. preci.liaa. and performance 
characteristica of each telt and telt 
SYltem. . 

(7) 111ia IndiYidual shaU be 
responsible for taldq all remedial 
actions nec.euary to maintain 
setaCactary operation and performance 
of the laboratory In retpOnae to quality 
controllyatema not beins within 
performance 'pecificationa. errora in 
result reporting or in analys!. of 
performance testing nttultl. Thia 
individual ahaU enIUI'e that Ample 
resultt are not reported until all 
corrective act10na bave been taken and 
he or ahe cao .al1l1'8 that the t_t8 
result, proftded are accuratl and 
reliabl .. 

(b) T.llt VaJidatJoa. ThelaboratOl'J'. 
urine drus teltins facility .baU have a 
qualified tadivtdual(a) who rntew. aU 
pminenl data and quality control 
relult. in Qrder to attelt to the vallditJ 
of the laboratory" tett repom. A 
laboratory may deaipatl more than one 
person to perform lbia CunctiOD. Thi' 
individual(l) lDay be any employee who 
il qualified to be re.ponaible for day-to
day management or operation of the 
drug ieltins laboratory. 

{e} Day-ID-Day Operation, and 
Suptlrvi6itln til Analy.u. The 
laboratory" wiDe drq tatina facility 
ahall bave an Individual to be 
relponaible for day-to-day operatiollll 
and to ,upervl •• tbt technical analy,tJ. 
TIll. indivldartl{l) ali bavi at lea.t a 
bachelor'a degNetn the chemical or 
biolosica1ldem;.ta or medical 
technolOlY or equ!ftlent. HI or .be 
.h.ll baWl trI..itUni and Ixpertll1ce ira the 
thloJ')' and practice of the p!"OCIIdurtt 
uled in the IaboratorJ'. ntnlting In hi. 01' 
her thorotJBh undenudiDi of quality 

control practic:Q and proc:IIdW'81: the 
review. Interpretation. and reporUDI of 
test result.; maintaaJIIQI of c:h.tla of 
cultody, IlJld prop«' remedial actiona to 
be taken in fapoaM to tNt ayltema 
being out of control Umltl or detectina 
aberrant test or quaUty control results. 

(d) Oth~r PelWJnMI. Othe!' 
techniciana or nontechnical Itaff shall 
have the necellary tralning and skilla 
Cor the tasb aaligned. 

(e) Training. The laboratory'a urinl 
drug testing program IhaU make 
available continuing education programs 
to meet the needs of laboratory 
personneL rn Files. Laboratory personnel file. 
shall include: resume of training and 
experience: cenlflcatlon or license. If 
any: references; job descriptions: 
recorda of performance evaluation and 
advancement: incident reportli and 
resultl of telta which estabUah 
employe. competency ror the polition 
he or ahe holda. such AI a teat for color 
blindneu. if appropriate. 

2.4 LDboratory AlUlI,6;' Proceduru. 
(q) &Curity and Chain 01 CU6tody. ('l) 

Drug teetiIlllaboratoriea shall be ~ 
at all time •• They ahall hive in place 
luff.icient security meaaurea to control 
accesl to the prem1Jea and to eDiure 
that no unauthorized pe.raonnel handle 
epecimeDi or gain .cce~ to the 
laboratory proce .... or to are .. where 
recordl are ItOred. Accua to th .... 
lecured areu ,haU be limiltd to 
apecifica1ly utborized indiYidlla1J 
whoae authorixatioa I. documented. 
With the excaptioa of perIOOMl 
authorized to cooduct inapectiona on 
behalf of FederalaseudH for which the 
laboratory il engqed J.a LU'ine t.-tina or 
on behalf of the SecretarJ. aU authorized 
vi.itors and maintenance and Nnice 
personnel ahaU be eac:ortH at IU tim ... 
Documentation 01 indlviduala ltCCUIinI 
theM are ... da. and time of.ntry and 
purpo .. of entry muat be maintained. 

(2) Laboratorita ahall uti cbain of 
custody procedurn to maintain control 
snd accountability of lpeclmem from 
receipt through completian of telUq. 
reporting of mult .. duriDa .torap. aDd 
contiDuiq mlill rmal diIpoaitioa of 
lpecimena. The dati and purposl ahall 
be documented OiDIA appropriatl chain 
of CUltody rona lach ttme a apeci.man ia 
haadJed or tranaferred. and tveIl' 
individual in tb, chain aba1l be 
identified. AccordlDlty. authorized 
tecbniciaDa ahaU be retpGftlibie for eGch 
urinl apeciJnll1 01' aliquot lit their . 
pollellion and ahaU lip and compbtl 
chain of cuatodJ forma for thOle 
apedmma or aliqaota .. &My are 
received. 
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fb} Receiving. (1) When a .hipment of 
specimens is received, laboratory 
personnel 6hall inspect each package for 
evidence of possible tampering and 
compare information on specimen 
bottles within each package to the 
information on the accompanying chain 
of custody forms. Any direct evidence of 
tampering or cti&crepancies in the 
information on specimen bottles and the 
agency', chain of cu.tody forms 
attached to the shipment shall be 
immediately reported to the agency and 
shall be noted on the laboratory'. chain 

. of'custody form which .hall accompany 
the specimens while they are in the 
laboratory', posseasion. 

(2) Specimen bottles will nonnally be 
retained within the laboratory's 
accession area until aU analyses have 
been completed. Aliquots and the 
laboratory's chain of custody forms 
shall be u~d by laboratory' penonnel 
for conducting initial and corumnatory 
tests. 

(e) Short-Term Refrigerated Storage. 
SpecinMms that do not receive an Initial 
test ~;thin 7 days of ani val at the 
laboratory shall be placed in secure 
refrigeration units. Temperatures shall 
not exceed ere. Emergency power 
equipment shall be available in case of 
prolonged power failure, 

(d) Specimen Processing. Laboratory 
facUities for urine drug te.ting will 
normally process specimena by grouping 
them into batches, The number of 
specimens in each batch may vary 
significantly depending on the size of 
the laboratory and ita worlcload. When 
conducting either initial or conflmlatory 
tests, every batch .hall contain an 
appropriate number of standarda for 
calibrating the malrumentation and a 
minimum of 10 percent controa, Both 
quality control and blind performance 
test samples shaU appear a. ordinary 
samples to laboratory .nalYlta, 

(e) Initial TelL (1) The initial telt 
shall ule an immunou •• y which meeta 
the requirementl of the Food and Drug 
Administration for commercial 
distribution. The foUowiDs initial cutoff 
levels shall be uaed wben screening 
lpecimena to determine whether they 
are negative fur theM five drup or 
claSlel of drugs: 

,.......,.. mll'llll1tlbdlletitIbC"-'-_____ ... _ .. Cocaine IIIIMIDoIbIe _____ _ 
0.-. 1IINIti ..... ______ _ 

PtIII~. 

IniIiII 
tilt 
IIwI 

(ng/mIt 

100 
*10 
I~ 

25 
1.000 

(2) These te1It levels are lubject to 
change by the Department of Health and 
Human Services al advances in 
technology or OIher considerationll 
warrant identification of these 
substances at other concent.rations. 
Initial tellt method. and testing levelll for 
other drugs IIhall be lubmitted in writing 

.by thp. agency for the written approval 
of the Secretary. 

(/) Confirmatory TesL (1) All 
Ipecimens identified as positive on the 
initial test shall be confirmed u'Jing ga8 
chromatography/mass spectrometry 
(GC/MS) techniquel at the cutoff values 
listed in this paragraph for each drug. 
All confirmation .. shall be by 
quantitative uialysls. Concentrations 
which exceed the linear region of the 
.tandard curve.hall be documented in 
the laboratory record as "greater than 
bighest Itandard curve value," 

CoIlfirma· 
torf test 

level (ngl 
mil 

~ ~ '. ___ . _____ •. 15 
Coc::aine lIIItIaboIIIe • ............ __ ... __ ......... 1 so 
()plat .. : 
~ ___ . ______ ... __ ... ·300 
Codeine • _____ ._. __ • ___ . ·300 

Ptlenc:yc:lidine. 25 
Amphetamines: 
~mine. _____ • __ ._ ... __ .• 500 
~ ._._ .. ____ . 500 

'DIIta-~~sr,'iic acid. 
·Bet~"I8. 

(2) Thele test levels are Bubject to 
chenge by the Department of Health and 
Human Services as advl!nces in 
technology or other considerations 
warrant identification of these 
lubstances at other concentrations, 
Confirmatory test methods and testing 
levell for other drugs .hall be .ubmltted 
in writing by the agenC!' for the written 
approval of the Secretary, 

Is) Rsporting Results. (1) The 
laboratory .han report test reaulta to the 
agency', Medical Review Officer within 
an average of 5 working day. after 
receipt of the .pecimen by the 
laboratory, Before any tat result i. 
reported (the resulta of initial tests, 
confirmatory testa. or quality control 
data). it .haU be reviewed and the teat 
certified aa an accurate report by the 
responsible individuaL The report ,hall 
Identify the drusa/metabolitu lelted 
for, ... 'hether poliHve or nesaUve. and 
the cutoff for each. the specimen number 
a .. igDed by the asency. and the dnJa 
te.tinglaboratory apecimen 
identification number. The multa 
(positive and DeI_Uve) for all apeclmeu 
submitted at the aame time to the 
laboratory thaD 'be reported back to the 
Medical Review 0Ilicer at the Mme 
time, 

(2) The laboratory shall report as 
negath'e all specimenll which are 
negative on the initial test or negatIve 
on the confirmatory tesl. Only 
specimens confirmed positive shaH be 
reported positive for a specific drug. 

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

(4) The laboratory may transmit 
results to the Medical Review Dfiicer 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 lIecurity of the data transmission 
and limit acces, to any data 
transmi.lion, Itorage, and retrieval 
sYltem. 

(5) The laboratory shaU lend 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 management 
of the drug testing laboratory or the 
individual responsible for atteoting to • 
the veJidity of the test reports, 

(6) The laboratory shaU provide to the 
agency official responlible for 
coordination of the drug-free workplace 
program a monthly statisticallummary 
of urinalysis teating of Federal 
employees and .hall not include in the 
summary any penwnal identifying 
inform&tion.lnitilllllnd confinnation 
datI! shall be included from test results 
reported within that month. Normally 
this summary shall be rorwarded by 
registered or certified mail not more 
than 14 calendar day. afler the end of 
'the month covered by the .ummary, The 
.ummary shall contain the following 
inCormation: 

(i) Initial Testing: , 
(AI Number ol.pecimens received: 
(B) Number of .pedmen. reported out: 

and 
(e) Number of specimen. Icreened 

positive for: 
Marijuana metabolite. 
Cocaine metabolites 
Opiate metabolites 
Ptiencyc1idine 
Amphetamines 
(U) eoaflrmatory Te.ling: 
(A) Number of spacimens received fO. 

confirmaticm: 
(8) Number of epecimelUl confirmed 

positive for: 
Marijuana metabolite 
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Co~lne metabolite 
Morphine. codeine 
Phencyclidine 
Amphetamine 
Methamphetamine 
(7) The laboratory shall make 

available copies of all analytical result. 
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 b.Y.the 
agency in writing. all records pertalrung 
to a given ~e specime~ .hall be 
retained by the drug testing laboratory 
for a minimum oC 2 years. 

(h) Long-Term Storage. Long-term 
frozen slorage (-2O·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 Ihall retain and 
place An p;operly secured long-term 
frozen (:(orage for a minimum of 1 year 
allipecimens confirmed positive. 
Within this 1-year period an agency may 
requelt the laborato~ to ret8~ the 
specimen for an additional penod of 
time. but if no such request II J'ei:eived 
the laboratory may discard the 
specimen after the end of 1 year. except 
that the laboratory shall be required to 
maintain any 'pecimenl under legal 
challenge for an indefinite period. 

(i) Retesting Specimens. Because 
80me analyte. deteriorate or are lo.t 
duritlg freezing and/or .torage. 
quantitation for a rete8t i. not .ubject to 
a speCific cutoff requirement but mUlt 
provide datEi lufficient to confirm the 
presence of the drug or metaboUte. 

(il Subcolltractin,g. Dl'1l8 testins 
laboratories ahall not .ubcontract and 
shall perform all work with their own 
personnel and equipment unle .. 
otherwise authorized by the agency. The 
laboratory must be capable of 
performing testing for the five cla'lM of 
drugs (marijuana. tocaine. opiate .. 
phencyclidine. and amphetamines) Ulins 
the initial immunoassaY'and 
confirmatory GC/MS metboda .pecifled 
in these Guidelinel. 

(k) Laboratory FaciJitie •. (1) . 
Laboratory facilitie. shall comply With 
applicable provisloDl of any State 
licensure requirement.. 

(2) Laboratoriet certified In 
accordance with Subpart C of then 
Guidelines shall have the capabUity. at 
the tame laboratory premiset. of 
performing initial and confirmatory teltl 
for each drug or metaboUte for which 
service I. offered. 

(I) Inspection •. The Secretary. any 
Federal agency utilizing the laboratory. 

or Bny organization performing 
laboratory certification on behalf of lbe 
Secretary shall reserve the ri~t to 
inspect the laboratory at any lIme. 
Agency contracts with laboratories for 
drug testing. as well as contracts for 
collection site services. shall permit the 
agency to conduct unaMounced 
inspections. In addition. prior to the 
award of a contract the agency shall 
carry out preaward inspections and 
~valuation of the procedural aspects of 
the laboratory's drug testing operation. 

(m) Documentation. The drug telting 
laboratories shall maintain and make 
available for at least 2 years 
documentation of all aspects of the 
testing. ptoceaa. l'his.2'l(@Br pertod may 
be extended upon written notification 
by DHHS or by any Federal agency for 
which laboratory lI!rvices are being 
provided. The required documentation 
shall include perso.Mel files on all 
individuals authorized to have access to 
specimens: chain IOf custody documents: 
quality assurance/quality control 
records: procedw'8 manuals: all telt data 
(including calibrtltion curves and any 
calculations used in determining test 
results): reports: performance records on 
performance tetting: performance on 
certification inspections; and hard 
cop let of computer-generated data. The 
laboratory shall be required to maintain 
documents lor any specimen under legal 
challenge for an indefinite period. 

(n) Addition,al RequirementIJ lor 
Certified Labo'ratories.-{Z) ProcedUl'l! 
Manual. Each laboratory shall have a 
procedure ma'nusl which includes the 
principlel of flach test. preparation of 
reagent •• IWldards and control .. 
calibration pl'Oceduret. derivation of 
results. linealrity of method .. HDlltivtty 
ilf the methods. cutoff values. 
mechanlsml for reporting retulta. 
controll. criteria for unacceptable 
apeciment and results. remedial actions 
to be taken when the test system are 
outside of acceptable limit •• reagents 
and expiration dates. and reference •• 
Copies of all procedures and date. on 
which they are in effect shall be 
maintained .t part of the manual. 

(2) Standards and Contralll. 
Laboratory .tandard. Ihall be prep~ 
with pum drug standardt which are 
properly labeled u to content and 
concentration. The .tandardJ thall be 
labeled with the follOWing dates: wben 
received; when prepared or opened; 
when placed In servicel: and expiration 
dale. 

(3) In,tnJmenu and Eqriipmen.L (I) 
Volumetric pipettel and me.tunna 
devices Iball be certified for accuracy or 
be chec1ced by gravimetric. colorimetric. 
or oth4tr verification procedure. 
Aulom~tic pipettet and dilutorl thall bet 

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

(ii) There shall be written procedures 
for instrument let·up and normal 
operation. a Ichedule for checking 
critical operating characteristici 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 Action6. There shall be 
written procedures for the actions to be 
taken when systems are out of 
accceptable limits or errors are 
detected. There Ihall be docump.ntation 
that these procedures are followed and 
that all neceuary corrective actions are 
taken. There shall also be in place 
systems to verify all Itagel of testing 
and reporting and documentation that 
these procedurel are followed. 

(5) Personnel A vailable To Testify at 
Proceeding6. A laboratory shall have 
qualified personnel available to testify 
in an admlniltrative or disciplinary 
proceeding agaiMt a Federal employee 
when that proceeding Is based on 
positive urinalysis reuults reported by 
the laboratory. 

2.5 Quality A,surance and Quality 
Control. 

(a) General. Drug testing laboratories 
shall have a quality assurance program 
which encompalllea all aspects of the 
testing process Including but not limited 
to specimen ar,quisition. chain of 
custody. tecurity and reporting of . 
results. initial and confirmatory testing. 
and validation of analytical procedurel. 
Quality atturance procedures shall be 
designed. implemented, and reviewed to 
monitor the conduct of each step of the 
procetll of testing for drugs. 

(b) Laboratory Quality Contral 
Requirements/or Initial Tests. Each 
analytical run of tpecimenl to be 
screened ,ball include: 

(1) Urine speciment certified to 
contain no drug: 

(2) Urine tpecimenl fortified with 
knOWll ttandards: and 

(3) Positive controls with the drug or 
metaboUte at or near the threshold 
(cutoff). 
In addition. with each batch of .amples 
a .ufficient number of ttandardJ thall 
be IncludPd to ensure and document the 
linearity of the atHY method over time 
In the concentration area of the cutoff. 
After acceptable valUH are obtained for 
the known ttandarda. thote valuG' will 
be Uted to calculate sample data. 
Implementation of procedUNI to enture 
that carryover does not contaminate the 
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testing of .. iDdividWll' •• pecimen .hall 
be docum.en\ed. A minimum 0110 
percent of 811 test sample. shall be 
quality controlspedmena. Laboratory 
quality controlsamplel, prepan!d from 
spiked urine .amples of determined 
concentration shall be Included in the 
run and should appear all normal 
samples to laboratory anillysts. One 
percent of each run, with a minimum of 
at lea.1 one sample, .hall be the 
laboratory'l own qUAlity control 
samples. 

(e) Laboratory Quality Control 
Requirements for Confirmotion Tests. 
Each analytical nut of lpecimelll to be 
conIirmed Ihall include: 

(1) Urine lpecimena certified to 
contain no drug: 

(2) Urine Ipecimen.a rortified with 
known standards: and 

(3) Positive control' with the drug or 
metabolite at or near thP. threshold 
(cutofO· 
The linearity and precision of the 
method ,hall be periodically 
documented. Implementation of 
procedures to ensure that carryover 
does not contaminate the tesling of an 
individual', Ipecimen ah&U also be 
documented. 

(d) Agency Blind Performance Test 
Procedures. (1) Agencies ohaU purchase 
drug testing services only from 
laboratories certified by DHHS or a 
DHHS-Recognized certification program 
in accordance with these Guidelines. 
Laboratory participation 11 encouraged 
in other performance lelting lUl'VeYI by 
which the laboratory'Q performance 11 
compared with peeN and reference 
labaratoriea. 

(2) During the initial9O-day period of 
any new drug te,ti:ng program. each 
agency shall submit blind performlUlce 
test specimens to leach laboratory it 
contracts with in fLhe amount of at least 
50 percent of the fLO tal number of 
samples submitted (up to • maximum of 
500 samples) and, thereafter a minimum 
of 10 percent 0'1 'Ill samples (to a 
maximum of 250') submitted per quarter. 

(3) Approxim'ltely eo percent of the 
blind performance tett samples shall be 
blank (I.e., certifiiecl to contain no drug) 
and the remaining samplet shall be 
positive for one or more dru8fl per 
sample in a dilltribution IUch that aU the 
drugs to be telt,ed are Included In 
approximately equal frequenclel of 
challenge. The positive samples IbaU be 
spiked only with those drup for which 
the agency 11 letting. 

(4) The Secretary .haU lnvnUsatt any 
unaatilCactory performance testing 
result and. baited on this investiSlltion, 
the laborato!,!' Ihall take action to 
correct the cause of the un»aliaraclory 

Derlormance lut reault A record .ball 
be make of the·Secretary'. investigative 
findings and the C'Orrectlve action taken 
by the laboratory, and that record shall 
be dated and ligned by the indlvidueis 
reapoDlible Cor the dlly.to-day 
management and operation 01 the drug 
telting laboratory. Then the SeCl'etary 
shall send the document to the ugency 
contracting officer .. a report o,f the 
unsatilfactory performance testing 
incidenL The Secretary sball ensure 
notification oC the finding to aU other 
Federal q8ncles for which the 
laboratory 11 ensaged in urine drug 
testing and coordinate any MGellary 
action. 

(5) Should a false potltive error occur 
on a blind performance teat specimen 
and the error 11 determined to be an 
administrative error (clerical. aample 
mixup, etc.). the Secretary shall require 
the laboratory to take corrective action 
to minimize the occurrence of the 
particular error in the future; aneLlI 
there il re.lOn to believe the error could 
Rave been .ystematic. the Secretary 
may also requlnl review and reanalYlis 
of previously nut specimens. 

(6) Should a false positive error occur 
on a blind performance test specimen 
and the error il determined to be a 
technical or methodological error, the 
laboratory shall .ubmit all quaUty 
control data from the batch of 
specimens which included the false 
positive specimen. In addition. the 
laboratory Iball rete.t 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 lati.factory perfonnance test 
cycle. Thii retestins shall be 
documented by a .tatement signed by 
the individual reaponilible for day.to
day manasement of the laboratory', 
urine drug testing. The Secretary may 
require an on·.ite review of the 
laboratory which may be conducted 
unaMounced during any hoW'll of 
operations oithe laboratory. The 
Secretary hltl the option of revoking 
(3.13) or Iuspendins (3.14) the 
laboratory's certification or 
recommendina that no further action be 
taken if the case Is one of less terious 
error in which corrective action has 
already been taken. thus reasonably 
assuring that the enor will not occur 
again. 

2.8 /ntBrim Certification Procedu,.,. 
During the interim certifiation period 

as determined under paragraph (c). 
_genclea shall ensure laboratory 
competence by one of the followms 
methode: 

(a) Aleodet may UN qeocy or 
contract labor.toriu tM1 hAlVe been 

certified for urinalytil testing by the, • 
Department of Defense: or 

(b) A8encle. may develop interim self· 
certification procedures by establishing 
preaward inMpectlon. and performance 
lelting planl approved by DHHS. 

(c) 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 are no lonser available. all 
Federal 8g1!nciel subject to these 
Guidelines shall only use laboratories 
that have been certified In accordance 
with Subpart C of these Guidelines and 
alliabaratoriel approved for interim 
certification under paragraphs (a) and 
(b) of this lection Ihall become certified 
in accordance with Subpart C within 120 
days of the date of thil notice. 

2.'1 Reporting and Review of Results. 

(a) Medical Review Officer Shall 
Review Results. An essential part of the 
drug testing program's the final review 
of ruulta. A positive teat result do~s not 
automaticaUy Identify an employee/ 
applicant al an illegal drug user. An 
individual with • detailed knowledge of 
possible alternate medical explanations 
is essential to the review of results. This • 
review .hall be performed by the 
Medical Review Officer prior to the 
transmission of results to agency 
administrative officials. 

(b) Medical Review Of/icer
Qualifications and &sponsibilities. The 
Medical Review Officer shall be a 
licenled physician with knowledge of 
lubstance abuse disorden 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 qency's testing 
program. In carryins out this 
responsibility, the Medical Review 
Officer IhaU 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 
biomedical facton. The Medical Review 
Officer sball review all medical records 
made avanable by the tested individual 
when a confinned positive teli'l could 
bave resulted from legally prescribed 
medication. The Medical Review Officer 
shall not. however. consider the results 
of urine samples that are not obtained or 
processed in accordance with these 
Guidelines. 

(e) PwitivlI Tat RIIlult Prior to • 
mak1ns a final decilion to verify a 
positive tut result. the Medical Review 
Officer shallaive the individual an 
opportunity to discull the test result 
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with him or her. Followins ".rificatioa 
of. positive lest result. the Medical 
Review Officer shall refer the caM to 
the agency Employee Aasi.tance 
Program and to the management official 
empowered to recommend or Iu. 
administrative action. 

(d) Ven/ication for opia~ fflvi~w for 
prescription mediation. Before the 
Medical Review Officer verifies a 
confirmed positive result Cor opiates.. be 
or she shall determine that there ia 
clinical evidence-in addition to the' 
urine test-of illegal uae of any opium. 
opiate. or opium derivative (e.g .• 
morphine/codeine) listed In Schedule J 
or II of the Controlled Substancel AcL 
(This requirement does not apply If the 
agency's GC/MS confinnation telting 
Cor opiates confirms the presence of 6-
monoacetylmorphine.) 

(e) Reanalysis Au!horized. Should 
any question Grise as to the accuracy or 
validity oC a positive test result. only the 
Medical Review Officer ia 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 Usal IJrug 
Use. If the Medical Review Officer 
detennines there is a legitimate medic.l 
explanation for the positive test result., 
he or she shall detennine that the reault 
is consistent with legal drug uae and 
take no further action. 

(g) Result Scientifically Insufficient 
Additionally, the Medical Review 
Officer. based on review of inspection 
reports. quality control data. multiple 
samples. and other pertinent reaultt. 
may detennine that the reault il 
scientifically insufficient for further 
action and declare the teat apecimen 
negative. In thia situation tha Medical 
Review Officer may request reanalyal. 
of the Original sample before making thi. 
decision. (The Medical Review Officer 
may request that reanalysla be 
performed by the same laboratory or ... 
provided in 2.7(e). that an aliquot of the 
original specimen be lent for reanalYlil 
to an alternate laboratory which I. 
certified in accordance with these 
Guidelines.) The laboratory ab.U aalist 
in this review proceu a. requ •• ted by 
the Medical Review Officer by makins 
availa.ble the individual reaponalble for 
day-to-day management of the urine 
drug testing laboratory or othmo 
employee who il a forenlic toxlcologiat 
or who hal equivalent forenllc 
experience in urine drug teating. to 
provide Ipecific consultation al required 
by the agency. The Medical Review 
Officer ahall report to the Secretary all 
negative finding a based on acientific 
insuffiCiency but Ihall not Include any 

pereonalldantifying Information in auch 
report .. 

2.8 Protection of EmploYH &com. 
Conal,tent with 5 U.s.c. S~(m) and 

48 CFR 24.101-24.104. all laboratory 
contracll ,hall require that the 
contractor comply with the Privacy Act, 
5 USc. 55241. In addition. laboratory 
contracta Ihall require compliance with 
the patient accell and confidentiality 
provlaiona of aection S03 of Pub. 1.. 100-
71. Th~ agency ah.ll e.tabliah a Privacy 
Act System of Recorda or modify an 
existing syatem. or use any applicable 
Government-wide Iyatem of recorda to 
cover both the agency'. and the 
laboratory'a recorda of employee 
urinalYll1 relultl. The contract and the 
Prlvecy Act By.tem ahall specifically 
require that employee recorda be 
maintained and used with the highesl 
regard for Gmployee privacy. 

2.9 Individual Acc~u to T~8t and 
Laboratory Certificotion &,ulu. 

In accordance with aection S03 of Pub. 
1.. 100-71. any Federal employee who I. 
the lubject of • drug telt shall upon 
written requeat. bave acce •• to any 
recorda relating to hil or ber drug teat 
and any records relating te the reaulll of 
any relevant certification. review. or 
revocation-of-certification proceedings. 

Subpart c-c.rtiftc:atioa of Lliboratorte. 
£nppd In Urlne DruB TatiDl few 
Fedan! ApudcttJ 

3.1 Introduction. 

Urine drug te.ting II a critical 
component of efforta to combat drug 
abUie In our lOciety. Many laboratoria. 
are f.mUlar with good laboratory 
practice. but may be unfamiliar with the 
apecial proceduru required when drug 
tfl.t re.ultt are used in the employment 
contexL Accordingly. the following are 
minimum atandard. to certify 
laboratoriel engaged In wine drug 
testing for Federal agenele •. 
Certification. even at the highest level. 
doea not guarantee accuracy of each 
result reported by • laboratory 
conducting urine drug teltlng for Federal 
agenciel. Therefore. reaultt from 
laboratorillli certified under these 
Guidelines mUit be Interpreted with a 
complete understanding of the total 
collection. analYlil. and reporting 
procea. before a final conclualon i, 
made. 

3.2 Goal. and Obj«tivft of 
C~rtilicotion. 

(0) Un, of Urine Drug T~'ti1l8. Urine 
drug testing I. tin important tool to 
identify drus un", In a variety of 

lettins-. In the prop.r context. urine 
cI.rufi testing can be used to deter drug 
abuae in general. To be e uleful tool the 
telting procedure mlat be capable of 
detecting d.rug. or their metabolitel at 
concentrationalndi(;ated in 2..4 (e) and 
(O. 

(b) N~ to Set Standard.: 
In6PtK:tion6. Reliable discrimtnation 
between the preaence. or absence. of 
apeelfic d.rug. or their metabolites ia 
critical. not only to achieve the goal. of 
the testing program but to protect the 
righta of the Pederal employees being 
teated. Thus. atandardll have been set 
wbich laboratoriea engaged In Federal 
employee urine drug testing must meet 
In order to achieve maximum accuracy 
of telt reault •. Thele laboratoriel will be 
evaluated by the Secretary or the 
Secretary'a delignee.a defined in 1.2 in 
accordance with thes'! Guidelines. The 
qualifying evaluation will involve three 
rounda of performance telling plua on
aUe Inlpection. Maintenance of 
certification requires participation In an 
every-other-month perfonnance tetting 
program plUl periodic. an-site 
Inapectionl. One Inapection following 
lIuccelaful completion of a peliormance 
teatlng regimen I. required for initial 
certification. Thia must be followed by a 
second iLapection within 3 months. after 
which biaMua) impectiona will be 
required to maintain certification. 

(e) Urintt Drug Te,tina Applie8 
Analytical Foren,ic Toxicology. The 
po.lible impact of a poaltive test result 
on an Individual' I livelihood or righll, 
together with the polaibility of a legal 
challonge of the result. Hta thi. type of 
telt apart from IDOIt clinical laboratory 
tetttns. In fact. wine drug teating ahould 
be conaldered a lpecial application of 
analytical forenalc toxicology. That la. in 
addition to the application of 
appropriate analytical methodology. the 
llpeclmen mUit be tr~ated as evidence. 
and all alpeet. of the telting procedure 
mUlt be documented and available for 
poaalble court teatimony. Laboratories 
engaged in urine drug telting for Federal 
asenelea will require the aervicea and 
advice of a qVi8l1fied forensic 
tOxicologiat. o~ individual with 
equivalent qualificationa (both training 
and experience) to addreaa the specific 
needs of the Federal drug tettlng 
program.. including the demanda of chain 
of cu.tody of lpeclmena, security. 
property documentation of all record .. 
storage of polmve specimena for later or 
independent teating. prelentation of 
evidence in court. and expert witnesl 
teatimony. 
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3.3 GtJneTaI Cttrtificction 
Requirementl. 

A laboratory muot meet all ~ 
pertinent provislono of theH Guidellnel 
in order to qualify for certification under 
thele standards. 

3." Capability to To,t for Fin Classe, 
ofDrugs. 

To be certified •• 1.boratory mUit be 
capable of te.ting for at leut the 
following five cla .. es of drugs: 
Marijuana. c:oc:aine. opiate., 
81j1phetamines, and phencyclidine, uing 
the initial immuno .... y and 
qu.ntitative confirmatory GC/MS 
methods Ipecified in theae Guidelines. 
The certification program will be limited 
to the five classes of d.ru.gs (2.t(a) (1) 
and (2)) end the method. (2.4 (e) and (f)) 
.pecified in these Guidelines. The 
laboratory will be lurveyed and 
performance tested only for these 
methodl and druga. Certification of a 
laboratory indicate. that amy tat relult 
reported by the laboratory for the 
Federal Govemment meetlJ the 
ltandorda in tbelt! Guideline. for the 
five cla .. el of uling the methods 
specified. Certified laboratori .. mUit 
clearly inform non-Federal cllenll whan 
procedure. followed for thON c1ienta 
conform to the standardl specified in 
theN Guidelines. 

3.5 Initial and Confirmatory 
Capability at Same Sita. 

Certified laboratoriel ah.U have the 
capability, at the lame labo!1ltory lite, 
of performing both initial immunoalHY' 
and confirmatory GC/MS telt. (2.4 (e) 
and (f)) for marijuarta. c:ccaine, opiate .. 
amphetamine .. and phencyclidine and 
for any other dnJ.s or metaboUte for 
which asency drus te.ting II alllthorized 
(2.1.(a) (1) and (2)). AU positive Initial 
tHt reaulta .baU be confirmed prior to 
reporting them. . . 

3.11 PfJr.oM~/. 

Laboratory pel"lOnnel .haU mnt the 
requlrementa .peeifted in '2.3 of theN' 
GuidelinH. These GuidelinH eat.bUIb 
the exclusive Itandarda for quaUfyins or 
certifying thol8labonttory penonnel 
involved in urinaly'" tntiq whoM 
functions are .prucribed by thatt 
Guid.,lin ... A certi.ftcation of a 
laboratory under thue GuideUan .han 
be a detennination that theH 
qualification nquiremenb have bHn 
meL 

3.1 Quality Auurrznctl and Quality 
Control. 

Drus t"tina laboratorin aball have a 
. quality auurance pl'08fllJl which ' 
Incompa.te. aU a.peets of the taUas 
prooee .. iDcluc:IinJ but Dot limlted to. 

lpecimen acqultition. chain or CUttody. 
security and reporting of resultt, initial 
and confirmatory testing. and validation 
of analytical proceduret. Quality control 
procedures .hall be designed, 
Implemented. and reviewed to monitor 
the conduct of each ttep of the procell 
of teeting for drugt II specified in 2.S of 
these Guidelinet. 

3.B Security and Chain of Custody. 
Laboratoriea .hall meet the .ecurity 

and chain of cUltody requirement. 
provided In 2.4(a). 

accordance with these Guidelines if.the • 
Secretary determines that revocation il 
necellary to ensure the full reliability 
and accuracy of drug tests and the 
accurate repol1ing of test results. 

(b) Factors to Consider, The Secretary 
shall conllder the follOWing factors In 
determining whether revocafion Is 
necellary: 

(1) UnllatitCactory performance in 
analyzing and reporting the relultll of 
drug tests: for example .• Calse positive 
elTOr in reporting the results of an 
employee's drug test; 

3.9 On~-Year SIOTag" for Confirmed 
Po,itiv~8; 

. (2) Unsatisfactory participation In 

All confirmed positive specimen. 
.haH be retained in accordance with the 
provisions of 2:4(h) of these Guideline •. 

3.10 Docum~ntation. 

The laboratory .hall maintain and 
make available for at least 2 yeaft 
documentation in accordance with the 
.pecificatione in 2.4(m). 

3:11 &porlJ1. 
The laboratory shall report teat re.utts 

in accordance with the specificationein 
2.4(s). 

3.12 CArtification. 
(a) ~neml. The Secretary may certify 

any laboratory that meetJ the .tandard. ' 
in thele Guideline. to conduct urine 
drus te.ting. In addition, the Secretary 
may con.ider to be certified and 
labor~tory that is certified by a DHHS
recognized certification PJ'08WD in 
accordance with the •• GuideUnel. 

(b) Crit8rio. In determin.ins whether to 
certify a laboratory or to accept the 
certification of a DtnfS-recosn1zed 
certification prosram u\ accordanCe with 
theM GuideUne., the Secretary .hall 
con.lder the following criteria: 

(1) The adequacy 01 the laboratory' 
fac:ilitiee: . 

(2) The expertite Gd experience of 
the laboratory personnel: . 

(3) The exceUence of the laboratory's 
quaUty-auursnce/qutlUty control 
prosram; 

(4) ne performance of the lab\)ratory 
on any performance testa: 
. (5) The laboratory" compUance with .tandard. a. refiec:ted in any laboratory 
tnapectiona: and . 

(&) Any other factora affectiq the 
reUability and accuracy of drua teet. 
and reportint done by the laboratory. . 

3.13 &vocation. 
fa) een.ral. The Sctcntary thall 

revoke certification of any laboratory 
~ UZlder theH provilions or 
.. ccept~tion byaDHHS
ncop.iIed a.rtification prosram III 

performance evaluation. or laboratory 
inspectiont: 

(3) A material violation of a 
certification standard or a contract term 
or other condition imposed on the 
laboratory by a Federal ag~l1,cy using 
the laboratory' •• ervit:~r.; 

(4) Conviction for a)",'1 :mminal offense 
committed as an In~dent to operation of 
the laboratory: or 

(5) Any other caule which materially 
affectl the ability of the laboratory to 
enewe the full reliability and accuracy 
of drug tests and the accurate reportins 
ofre.ult •• 

(e) Pe:iod and Terms. The period end 
tenns of revocation Ihall be determined. 
by the Secretary and ahall depend upon 
the facts and circumttances of the 
revocation and the need to ensure 
accurate and reliable drug testing of 
Federal employee •. 

3.14 Suspension. 
(a) Crit.ria. Whenever the Secretary 

hal rea.on to beUeve that revocation 
may be required and that immediate 
action t. necesHry in order to protect 
the interestJ of the United State I and ita 
employee .. the Secretary may 
Immediately luapend a laboratory'. 
oerti.ftcaticm ~ conduct urine drug 
tesling for Federal asencie •. The 

. Secretary may aOO accept luapenlion of 
certUlcation by a DHHSorecognized 
certi.ftcation program in accordance with 
theH Guideline •• 

(b) Period and Tttrm,. The period and 
term. of 'Ulpenaion .haU be determined 
by the Secretary md shall dep.ad upon 
the facti and circwnltance. of the 
.uspenalon and the need to en.we 
accurate anch.Uable drus tilting of 
Federal employ ... 
3.16 No"tJCtJ: OpportunIty for &view. 

(a) Writt8n NotiCt1. When a laboratory 
it .Ulpended or the Sec:rttary leek. to 
revoke ~rti.ftcation. the Secretary IIhall. 
immediately Nrve the laboratory with 
written notice of the .\IIpemlon or 
proposed revocation by penonalllrvlce 
or ragi.t8* or certlraed mail, rei\lm 
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receipt requested. Tb.ia nolice aha.ll ltata 
the following: 

(1) The reaaona for the luapenskm Oil' 
proposed revocation: 

{2} The tennl of the IUlpenaioa or 
proposed revocation; and 

(3) The period of IUspension or 
proposed revocation. 

(b) Opportunity for Informal &view. 
The written notice.ahaU state that the 
laboratory will be afforded an 
opportunity (or an informal review of 
the suspension or proposed revocation if 
It so requests in writing within 30 days 
of the da te of mailing or service of the 
notice. The 'review shall be by a person 
or pel"Sons designated by the Secretary 
and shall be baaed on written 
submissions by the laboratory and the 
Department of Health lind Human 
Services and. at the Secretary', 
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. 

(e) EffectivB DaIB. A luapension ahaD 
be effective immediately. A proposed 
revocation shall be effective 30 daY' 
after written notice Is given or. if review 
is requested. upon the reviewing 
officio!'. decision to uphold the 
proposed revocation. If the revfewin8 
official decides not to uphold the 
suspension or proposed revocation. the 
suspension shall terminate immediately 
and any proposed revocation aball not 
take effect. 

(d) DHHS-Recognized Certificab'on 
Progrom. The Secretary'l l"espontlibi1lty 
under this section may be carried out by 
a DHHS-recognized certification 
program in accordance with these 
Guidelines. 

3.18 Recertification. 
Following the te:m.ination or 

expiration of any suspensioD or 
revocation. a laboratory may apply lor 
recertification. Upon the submiuion of 
evidence satisfactory to the Secretary 
that the laboratory Is in compliance with 
these Guidelines or any DHMS
recognized certification program iD 
accordance with thel. GuideJiDu. aod 
any other conditiolUl imPOled II put of 
the suspension or revocation. the 
Secretary may recertify the laboratory 
or accept the recertification of the 
laboratory by a DHHS-recognized 
certification program. 

3.17 Performance Test &quirementfor 
Certification. 

(aJ An Initial and Continuing 
RequiremenL The performance laUDs
program ia I part 01 the initial 
evaluation of. laboratory aeeking 

certification (both performance testing 
and laboratory inspecUoo are required) 
.nd of the continuing aa5ealDMmt of 
laboratory performance n.ecelaary to 
maintain thll certification. 

(b) TlrrH Initial Cyclu Rsquired. 
Succeaaful participation in three cycles 
of telting shall be required before a 
laboratory is eligible to be conaidered 
(or inspection and certification. Theae 
initial three cycles (and any required for 
recertification) can be compreNed Into. 
3-month period (one per month). 

(e) Six Challenges Per Year. Alter 
certification.laboratoriea sball be 
challenged every other month with one 
set of at least 10 speclmena a total of IIx 
cycles per year. 

(d) Laboratory Proc~!lldentical 
for Performance Test and Routine 
Employee Specimen .. A.lJ procedures 
associated with the handling and testing 
of the performance test specimens by 
the laboratory shall to the greatest 
extent possible be carried out in • 
manner Identical to that applied to 
routine laboratory specimens. ani .. 
otherwise specified. 

(e) Blind Performance Test. Any 
certified laboratory shall be lIubject to 
blind performance testing (see 2.5{d)}. 
Performance on blind tealspeciment 
ahall be at the lame level itS for the 
open or non-blind performance testing. rn Reporting-Open Perfol'11lOnCtl 
TesL The laboratory ,hall report results 
of open performance telta to the 
certifying organization in the aame 
manner II specified in 2.4{g)(2) for 
l'O!1tine laboratory JpeciJnena. 

3.18 PerformanctJ Ttnt SPecimt!n 
Composition. 

(a) Description o/IM Drug_. 
Perfonnancete.tapecbnenashall 
contain thOle dru8l1Dd. metabolites 
which each certified la~:lntory mlMt be 
prepared to Issay in concentration 
range. that Illow detection of the 
anslyte by commonly wed 
immunoauay screening technique .. 
These levels are generally In the ranse 
of concentrations which might be 
expected in the urine of recent dfUI 
users. For lome drug analytea, the 
specimen composition wiD conaist of the 
pal.'ent dnJg as well u major 
metabolite •. In some easel. more than 
one drus clals may be included m one 
Ipecimen container. but generally DO 
more than two drugs wiD be present in 
anyone Ipecimen in order. to imitate the 
type of specimen which a laboratory 
normally encoantera. Por any particular 
performance testing cycle. the Ictual 
composition of kita going to different 
laboratorie. will vary but. within any 
IMual period. alllaboratorietl 

participating will have analyzed the 
same total set of specimens. 

(b) ConcentrotiolJ8. Performance teal 
llpecimena Iball be Ipiked with the drug 
clatae. and their metabolite. which are 
required for certificati01l8: marijuana. 
cocaine. opiates. amphetamines. and 
phenqclidine. with.concentration levels 
set at least 20 percent above the cutoff 
limH for either the initill assay or the 
confirmatory test. depen.ding on which is 
to be evaluated. Some perfonnance teat 
specimens may be identified for GC/MS 
alAY only. Bla.nk.a aball contain leN 
than 2 ng/ ml of any of the target druga. 
These concentration and drug types may 
be changed periodically in responae to 
factora luch as changes in detection 
technology and patterns of drug use. 

3.19 Evaluation of Peforrnance Tutins. 

(a) Initial Certification. (1) An 
applicant laboratoty shall not report Iny 
false polltive result during performance 
testing for mltial certification. Any fal .. 
positive will automatically disqualify a 
laboratory from further consideration. 

(2) An applicant laboratory shall 
maintain an overall grade level of 90 
percent for the three cycIel of 
performance testing required for fniHal 
certification. i.e., It most correctly 
Identify .nd confirm 90 percent of the 
total drug challenges for each shipment. 
Any laboratory which achieves a acol'e 
on anyone cycle of the initial 
certification such that it can no longer 
achieve I total grade of 90 percent over 
the three cycles will be immediately 
disqualified from further cOlUlideration. 

(3) An applicant laboratory shall 
obtam quantitative values for at least 80 
percent of the total drug challenges 
which are ±20 percent or ±2 standard 
deviationa of the calculated reference 
group mean (whichever La larger). 
Failure to achieve tIJ percent will reauIt 
In disqualification. 

(4) An applicant labomtory lhall nol 
obtain Iny quantitative values that 
differ by more than 50 percent from the 
celculated reference group meaD. Any 
quantitative value I that differ by more 
than SO percent will relult in 
disqualification. 

(5) For any Individual drug, an 
applicant laboratory shall lucceaafully 
detect and quantitate in accordance 
with paragrapba (a)(2), (a)(3). and (aN") 
of this section It lealt 50 percent of the 
totlll drug challengel. Failure to 
succeufully quantitate at least 50 
percent of the challenge. for any 
individual drug will reluIt in 
disqullification. 

(b) Ongoing TMting af Csrtifi«l 
Laboratoria-(1) FaJ.II Po6itivtlll and 
ProcedlJru 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 
circumstances a false positive tellt may 
result in suspension or revocation of 
certification. The most serious false 
positives are by drug class. such as 
reporting THe in a blank specimen or 
reporting cocaine in a specimen known 
to contain only opiates. 
Misidentifications within a class (e.g .. 
codeine for morphine) are also faille 
positives which are unacceptable in an 
appropriately controlled laboratory. but 
they are clearly les9 serious errors than 
misidentification of a class. The 
following procedures IIhall be followed 
when dealing with a false positive: 

[I) The agency detecting a false 
positiVE) error shall immediately notify 
the laboratory and the Secretary of any 
such error. 

(ii) The laboratory shall provide the 
Secretary with a written expianation of 
the reasons for the error within 5 
working days. If required by paragraph 
(b)(l}(V) below. this explanation IIhall 
incl:J.de 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 correctiva 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 tJ~e batch of 
specimens which included the false 
positive specimen. In addition. the 
laboratory shall retest allllpocimens 
analyzed positive by the laboratory from 
the time fo 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 
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 Secreta~y 
may susp!:!nd or revoke the laboratory's 

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 lIerious error for which effective 
corrections have already been made; 
thull 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 
posillva 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) Requirement to Identify and 
Confirm 90 Percent of TotaJ Drug 
Challenges. In order to remain certified, 
laboratories must successfully complete 
six cyclell of performance testing per 
year. Failure of a certified laboratory to 
maintain a grade of 90 percent on any 
required performance tlJllt cycle. I.e., to 
identify 90 percent of the total drug 
challenges and to correctly confirm 90 
percent of tl-.e total drug challengell. may 
rellult in st'.speflsion or revocation of 
certificat\on. 

(3) Requirement to Quantitate 80 
Percent of Total Drug Challenges at 
±20 Percent or ±2 standard deviations. 
Quantitative valuell obtained by a 
certified laboratory for at least 80 
percent of the total drug challenges must 
be ±20 percent or ±2 standard 
deviation. of the calculated reference 
group mean (whichever ill larger). 

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

(5) Requirement to Successfully 
Detect and Quantitate 50 Percent of the 
Total Drug Cht:kllenges for Any 
Individual Drug. For any individual 
drug. 8 cerlified 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 90 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 
paragraphll[b)(3). (b)(4). or (b)(S) of this 
section. the laboratory shall be 
Immediately informed that its 
performance fell under the 90 percent 
level or that it failed to succesllfully 
quantitate tellt results and how it failed 

to successfully quantitate. The • 
I&boratory shall be allowed 5 working 
days in which to provide any 
explanation for ih, IlliBUCCess[ui 
perfonnance, including administrative 
error or methodological error, and 
evidence that the source of the poor 
performance has been corrected. The 
Secretary may revoke or suspend the 
laboratory's certification or take no 
further action. depending on the 
seriousnese of the en-ors 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. 

(c) 80 Percent of Participating 
l.aboratories Must Detect Drug. A 
laboratory's performance shall be 
evaluated for allsampies for which 
drugll were spiked at concentrations • 
above the specified performance test 
level unless the overall response from 
participating laboratories indicates that 
lesll 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 inspecto!'l!, at least two of 
whom have been t!'!lined as laboratory 
inspectors. shall conduct an on-site 
inspection of laboratory premises. 
Inspections 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 compiy 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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