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., 
Document No. _2_=J_u,_....;l(-l~i&...L.--

WHITE HOUSE AFFING MEMORANDUM 

7/lJ./88 
DATE: _____ _ ACTION/CONCURRENCE/COMMENT DUE IV: 

11:00 

PREISDENTIAL LETTER/ DRUG TASK FORCE 

SUBJECT: -----------------------------

ACTION FYI ACTION FYI 

VICE PRESIDENT p/ HOBBS □ □ 
DUBERSTE Jii" HOOLEY □ □ 
POWELL □ □ KRANOWITZ ~ □ 
MILLER-OMS ....... □ RANGE □ □ 
BAUER □ □ RISQUE ~ □ 
CRIBB ---□ RYAN □ □ 
CRIPPEN □ □ SPRINKEL □ □ 
CULVAHOUSE ~ □ TUTTLE □ D 

DAWSON □ .- OGLESBY D Iii' 

DONATELLI w- □ 
t1ASENG f!!" □ 

FITZWATER □ □ 
MACDONALD 

□ ~ 

REMARKS: 

Please provide your comments/recommendaitons directly to 
my office by 11:00am Tuesday, July 12, 1988. Thank you. 

RESPONSE: 

Rhett Dawson 
Ext. 2702 



(date) 

Dear Senator Byrd, 

On May 18, 1988, I called on the Senate and the House to join my 
representatives in a Bipartisan Executive-Legislative task force 
to develop a comprehensive legislative package to move us closer 
to what the American people want and need -- a drug-free America. 

As you know, I have appointed Treasury Secretary James Baker, 
Attorney General Edwin Meese, Chief of Staff Kenneth Duberstein, 
and National Security Advisor Colin Powell as my negotiators. 
Senate Republican Leader Bob Dole and House Republican Leader Bob 
Michel have also appointed their representatives. Last week I 
approved policy guidance directing my team to focus on the user; 
toughen laws; enhance treatment; increase international 
cooperation; and heighten awareness and prevention. 

I urge you to appoint your representatives to the task force so 
that negotiations can begin. Much has already been accomplished 
in the Crusade for a Drug-Free America, but the task force offers 
us the rare opportunity to lift the battle above politics, to 
make broad progress with bipartisan policy. 

Best wishes, 

Sincerely, 

The Honorable Robert c. Byrd 
Senate Majority Leader 
u.s. Senate 
Washington, D.C. 20510 



(date) 

Dear Senator Dole, 

Thank you for appointing your representatives to the Bipartisan 
Executive-Legislative task force. Senators Alfonse D'Amato and 
Pete Wilson will provide special expertise to the task force and 
greatly enhance our collective ability to develop a comprehensive 
legislative package to further our Crusade for a Drug-Free 
America. 

As you know, I called for this task force on May 18 and appointed 
Treasury Secretary James Baker, Attorney General Edwin Meese, 
Chief of Staff Kenneth Duberstein, and National Security Advisor 
Colin Powell as my negotiators. Last week I approved policy 
guidance directing my team to focus on the user; toughen laws; 
enhance treatment; increase international cooperation; and 
heighten awareness and prevention. 

Much has already been done, but the task force offers us the rare 
opportunity to lift the battle above politics, to make broad 
progress with bipartisan policy. It is essential for the 
democratic leadership to appoint their representatives and I ask 
your support in urging them to do so. 

Best wishes, 

The Honorable Robert Dole 
Senate Minority Leader 
u.s. Senate 
Washington, D.C. 20510 

Sincerely, 



(date) 

Dear Speaker Wright, 

On May 18, 1988, I called on the Senate and the House to join my 
representatives in a Bipartisan Executive-Legislative task force 
to develop a comprehensive legislative package to move us closer 
to what the American people want and need -- a drug-free America. 

As you know, I have appointed Treasury Secretary James Baker, 
Attorney General Edwin Meese, Chief of Staff Kenneth Duberstein, 
and National Security Advisor Colin Powell as my negotiators. 
Senate Republican Leader Bob Dole and House Republican Leader Bob 
Michel have also appointed their representatives. Last week I 
approved policy guidance directing my team to focus on the user1 
toughen laws1 enhance treatment1 increase international 
cooperation1 and heighten awareness and prevention. 

I urge you to appoint your representatives to the task force so 
that negotiations can begin. Much has already been accomplished 
in the Crusade for a Drug-Free America, but the task force offers 
us the rare opportunity to lift the battle above politics, to 
make broad progress with bipartisan policy. 

Best wishes, 

Sincerely, 

The Honorable James c. Wright 
Speaker of the House 
U.S. House of Representatives 
Washington, D.C. 20515 



(date) 

Dear Mr. Foley, 

On May 18, 1988, I called on the Senate and the House to join my 
representatives in a Bipartisan Executive-Legislative task force 
to develop a comprehensive legislative package to move us closer 
to what the American people want and need -- a drug-free America. 

As you know, I have appointed Treasury Secretary James Baker, 
Attorney General Edwin Meese, Chief of Staff Kenneth Duberstein, 
and National Security Advisor Colin Powell as my negotiators. 
Senate Republican Leader Bob Dole and House Republican Leader Bob 
Michel have also appointed their representatives. Last week I 
approved policy guidance directing my team to focus on the user; 
toughen laws; enhance treatment; increase international 
cooperation; and heighten awareness and prevention. 

I urge you to appoint your representatives to the task force so 
that negotiations can begin. Much has already been accomplished 
in the Crusade for a Drug-Free America, but the task force offers 
us the rare opportunity to lift the battle above politics, to 
make broad progress with bipartisan policy. 

Best wishes, 

Sincerely, 

The Honorable Thomas s. Foley 
House Majority Leader 
U.S. House of Representatives 
Washington, D.C. 20515 



(date) 

Dear Mr. Michel, 

Thank you for appointing your representatives to the Bipartisan 
Executive-Legislative task force. Congressmen Jerry Lewis, 
Mickey Edwards and Bill Mccollum will provide special expertise 
to the task force and greatly enhance our collective ability to 
develop a comprehensive legislative package to further our 
Crusade for a Drug-Free America. 

As you know, I called for this task force on May 18 and appointed 
Treasury Secretary James Baker, Attorney General Edwin Meese, 
Chief of Staff Kenneth Duberstein, and National Security Advisor 
Colin Powell as my negotiators. Last week I approved policy 
guidance directing my team to focus on the user; toughen laws; 
enhance treatment; increase international cooperation; and 
heighten awareness and prevention. 

Much has already been done, but the task force offers us the rare 
opportunity to lift the battle above politics, to make broad 
progress with bipartisan policy. It is essential for the 
democratic leadership to appoint their representatives and I ask 
your support in urging them to do so. 

Best wishes, 

Sincerely, 

The Honorable Robert H. Michel 
House Minority Leader 
u.s. House of Representatives 
Washington, D.C. 20515 
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I. INI'RCDOCI'ION 

A. Background 

On Septerrber 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 enployees 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 recognize<l U-,at j llegal drug use is 
seriously impairing a portion of the nation.al work forcer 
resulting in the loss of billions of dollars each year. As the 
largest employer in the nation, the fecerol 9overnnent has a 
corrpelling proprietary interest in establishing reasonable 
conditions of employment. Prohibiting enrployee drug use is one 
such condition. The agencies of the Executive Office of the 
President (EOP) are concerned with the well-being of their 
errployees, the successful acconplishrrent of agency missions, and 
the need to roaintain 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 
sinply, inconpatible t,.,ith Federal service. 

On July 11, 1987, Congress passed legislation affecting 
inplementation of the Executive Order under Section 503 of the 
Suppleirental Appropriations Act of 1987, Pub. L. 100-71, 101 
Stat. 391, 468-471, codified at 5 u.s.c. 7301 note (1987), 
(hereafter, the "Act"), in an attenpt to establish uniformity 
arrong federal agency drug testing plans, reliable and accurate 
drug testing, employee access to drug testing records, 
confidentiality of drug test results, and centralized oversight 
of the Federal Government's drug testing p1ogron,. 

The purpose of the Executive Office of the President 
Drug-Free Workplace Plan is to set forth objectives, policies, 
procedures, and inplernentation guidelines, to achieve a 
drug-free Federal workplace, consistent with the Executive Order 
and Section 503 of the Act. 

B. Statenent 9t_ Policy 

The Executive Office of the President currently consists of 
the irrmediate White House Office and the Office of the Vice 
President, and eleven (11) other Federal agencier.; that bear a 
close relationship to the work of the President of the United 
States. These separate agencies form the President's staff 
ir,i:.~t j tut ion, providing day-to-day operational support directly 
for the President and Vice President, as well as the following 
major activities: 
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- manage the budget and coordinate Administration positions 
on matters before the Congress; 

- manage the Presidential decisionmaking processes, 
insuring that the President receives the widest possible 
range of options; 

- help the President plan and set priorities, monitor and 
evaluate progress toward reaching the President's 
~jectives, resolve conflicts ano03 line subordinates, 
and assist in crisis managerrent, especially in national 
security matters. 

The EOP Drug-Free Workplace Plan recognizes the unique roles 
of the Executive Office of the President agencies and their 
staffs, as well as the conpelling obligation to achieve a 
drug-free envirorurent for the sensitive work that is performed by 
all of the EOP units. Public perception of the ECP as leadership 
agencies for the Executive Branch, as direct and close support to 
the inclmt>ent President, and with access to the rrost sensitive 
matters that come before the President, requires assurance that 
this is a drug-free staff. 

A successful drug-free workplace program also depends on 
how well the EOP can inform its agencies' errployees of the 
hazards of drug use, and on how ruch assistance it can provide 
drug users. Equally irrportant is the assurance to errployees that 
personal dignity and privacy will be respecterl in reaching it's 
goal of a drug-free workplace. Therefore, this plan includes 
policies and procedures for: (1) enployee assistance; (2) 
supervisory training; (3) errployee education; and (4) 
identification of illegal drug use through drug testing on a 
carefully controlled and roonitored basis. 

C. Nature, Frequency and Type of Drug Testing to be Instituted 

Section 503 of the Act requires the ECP Plan to specify the 
nature and type of drug testing to be instituted. The EOP Plan 
includes the following types of drug testing: (1) Applicant 
testing; (2) Random testing of sensitive errployees in 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. These are described in this plan. 

The frequency of testing for random testing, voluntary testing, 
and follow-up testing is specified at Sections IX (D), XII (B), and 
XII(C) respectively. Each EOP 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. 
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D. Drugs for Which Individuals Are Tested 

section 503 of the Act requires the EOP Plan to specify the 
drugs for which individuals shall be tested. These are: 
Marijuana, Cocaine, Opiates, Anphetarnines, and Phencyclidine 
(PCP). 

E. Scope 

When each Executive Branch agency as specified in section 
503(a) (2) of the Act has corrplied with the provisions of Section 
503 (a) of the Act, this order shall be effective inrrediately 
for: 

The White House Office 
Office of the Vice President 
Council of Economic Advisers 
Council on Environmental Quality 
Executive Residence at the White House 
National Critical Materials Council 
National Security Council 
Office of Administration 
Office of Management and Budget 
Office of Policy Developrrent 
Office of Science and Technology Policy 
Office of the U.S. Trade Representative 
White House Conference for a Drug-Free America 

F. References 

1. Authorities 

a. Executive Order 12564; 

b. Executive Order 10450; 

c. section 503 of the Supplemental Appropriations Act 
of 1987, Pub. L. 100-71, 101 Stat. 391, 468-471, 
codified at 5 u.s.c. 7301 note (1987); 

d. Scientific and Technical Guidelines For Drug 
Testing Programs, Alcohol, Drug Abuse and Mental 
Health Administration (ADAMHA), Department of 
Heal th and Human Services (HHS) , as arrended; 

e. Standards for Certification of 
Engaged in Urine Drug Testing 
Agencies, Alcohol, Drug Abuse and 
Administration (ADAMHA), Department 
Human Services (HHS) , as arrended; 

Laboratories 
for Federal 

Mental Health 
of Heal th and 

f. Civil Service Reform Act of 1978, P.L. 95-454; 
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g. 42 CFR Part 2, establishing requiranents for 
assuring the confidentiality of a.lcobol and e:rug­
abuse patient treatment recoros; 

- h. The Privacy Act of 1974 (5 U.S.C. Section 552a), 
prescribing requirements governing tbe maintenance 
of records by agencies pertainjng to the 
individuals and access to these 1ecoros b~t the 
individual(s) to whom they pertain; 

i. Federal Errployees Substance Abuse education and 
Treatment Act of 1986, P.L. 99-570; 

2. Glidance 

a. Off ice of Personnel Managenent (OPM) , Federal 
Personnel Manual (FPM) Letters 792-16 CNoverriber 
28, 1986), and 792-17 (March 9, 1987), setting forth 
guidelines for Federal civilian agencies in 
establishing a drug-free workplace pursuor.t. t c, 

Executive Order 12564; 

b. FPM Chapter 792, Federal Health and Counseling 
programs, providing guidance to Federal agencies 
in establishing alcoholism anc~ drug c1bt•s~ r,rogrcin ,s 
(subchaE,ter 5) and enployee counseling services 
programs (subchapter 6) for Federal employees with 
alcohol or drug problems; 

c. FPM SUpplenent, Chapter 792-2, providing guiclance 
for developing and nainta ining appropr fol~ 
prevention, treatnent and rehabilitation programs 
and services for alcoholism and drug abuse anong 
Federal errployees; 

G. DelegatiO_Il_Qf Authority 

Except where specif icalJy prohibited fo this Plan, the 
resronsibi lities of an ECP c:gE~ncy hE:>ad rr,ay be redelegateo to 
another official/employee of the sane EOP agency. The head 
of each EOP agency hereby delegates to the Director, Office 
of Aoroinistration, those operational responsibilities that 
will be performed on a centralized basis as a service to all 
EOP agencies. 
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II. DEFINITIONS 

A. Applicant means any individual tentatively selected for 
errployrnent with an EOP agency and includes any individual in 
an EOP agency who has tentatively been selected for 
a testing designated position and who has not, immediately 
prior to the selection, been subject to ~andom testing. 

B. Enployee means any individual appointed in the civil service 
as described in 5 USC 2105 serving in a position in an 
Executive Office of the President agency except members of 
the uniformed services of the armed forces. 

C. Enployee Assistance Program CF.AP) reans the EOP-based 
counseling program that offers assessrrent, short-term 
counseling, and referral services to errployees for a wide 
range of drug, alcohol, and rental health problems, and 
roonitors the progress of errployees while in treatment. 

D. Enployee Assistance Program Administrator 
individual responsible for ensuring the 
irrplementation and review of the agency F.AP. 

reans the 
developnent, 

E. Enployee Assistance Program Coordinator reans the individual 
designated by the Eirployee Assistance Program Administrator 
responsible for inplerenting and operating the F.AP for the 
EOP agencies, by providing counseling, treatrent, and 
education services to errployees and supervisors. 

F. Medical Review · Official (MOO) reans the individual 
responsible for receiving laboratory results generated from 
the EOP 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 
inforrration. 

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

H. Management Official means an enployee required or authorized 
by the EOP agency head to formulate, determine, or influence 
the policies of that Agency. 
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I. Random Testing means a system of drug testing inposed 
without individualized suspicion that a particular 
individual is using illegal drugs. Random testing may 
either be uniform-unannounced testing of testing designated 
ernployees occupying a specified area, element or position, 
or may be a statistically random sarrpling of such ernployees 
based on a neutral criterion, such as social security 
nurrbers. 

J. Enployees in Sensitive Positions means: 

1. Enployees in positions designated by the EOP agency 
head as Special Sensitive, Critical Sensitive, or 
Noncritical-Sensitive under Chapter 731 of the 
Federal Personnel Manual, or ernployees in positions 
designated by the EOP agency head as sensitive in 
accordance with Executive Order No. 10450, as anended; 

2. Enployees granted access to classified information or 
who may be granted access to classified information 
pursuant to a determination of trust~rthiness by the 
EOP agency head under Section 4 of Executive Order No. 
12356; 

3. Individuals serving under Presidential appoinbnents; 

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

5. Other positions that the ECP 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. 

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

L. Testing Designated Positions means employment positions 
within each EOP agency which have been designated for random 
testing under Section IX B. of this plan. 

M. Verified Positive Test Result means a test result that has 
been screened positive by an FDA-approved irrarunoassay test, 
confirmed by a Gas Chromatography/Mass Spectrometry assay, 
(or other confirmatory tests approved by HHS), evaluated by 
the Medical Review Official and determined by him to be 
unjustified under Section X of this plan. 

- 6 -



III. EMPIDYEE ASSISTAOCE PRO:iRAMS (EAP) 

A. Function 

The EOP EAP plays an inportant role in preventing and 
resolving errployee drug use by: denonstrating a corrmitrrent to 
eliminating illegal drug use; providing errployees an 
opportunity, with appropriate assistance, to discontinue their 
drug use; providing educational materials to su~rvisors and 
errployees on drug use issues; assisting su~rvisors in 
confronting errployees who have performance and/or cooouct 
problerrs and making referrals to appropriate treatrrent and 
rehabilitative facilities; and follow-up with individuals during 
the rehabilitation ~riod to track their progress and encourage 
successful corrpletion of the program. The EAP, however, shall 
not be involved in the collection of urine sarrples or the initial 
reporting of test results. Specifically, the EAP shall--

1. Provide counseling and assistance to errployees who 
self-refer for treatrrent or whose drug tests have been 
confirmed positive, and nonitor the errployees' progress 
through treatrrent and rehabilitation; 

2. Provide needed education~ training to all levels of 
each EOP agency on types and effects of drugs, syrrptoros 
of drug use and its inpact on performance and corrluct, 
relationship of the EAP with the drug testing program, 
and related treatment, rehabilitation, and 
confidentiality issues; 

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

B. Referral and Availability 

Any errployee found to be using drugs shall be referred to 
the EAP. The EAP shall be administered separately from the 
testing program, and shall be available to all errployees 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 employees of the ECP agencies but, when 
feasible, to the families of employees with drug problerrs, and 
to employees with family merrbers who have drug problems. 

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

C. Leave Allowance 

Errployees shall be allowed up to one hour {or rrore as 
necessitated by travel time) of excused absence for each EAP 
counseling session, during the assessment/referral phase of 
rehabilitation. Absences during duty hours for rehabilitation or 
treatment rust 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 the Plan relating to records and confidentiality. 

E. Structure 

The Director, Office of Administration shall be responsible 
for oversight and irrplenentation of the EOP FAf>, and will 
provide, wi th the support of the ECP agency hea:ls, high level 
direction and prorotion of the EAP. The Personnel Division, OA, 
shall ensure a conprehensi ve program by utilizing interagency 
agreenents with other Federal agencies and/or contracts to 
acquire the professional staff and services to be provided by the 
EAP. 
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IV. SUPERVISORY TRAINING 

A. Objectives 

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

1. Policies relevant to work performance problerrs, drug 
use, and the EOP EAP; 

2. The responsibilities of offering EAP services; 

3. How employee performance and behavioral changes should 
be recognized and docunented; 

4. The roles of the rredical staff, supervisors, personnel, 
and EAP personnel; 

5. The ways to use the ECP EAP; 

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

7. The process of reintegrating employees into the 
workforce. 

B. Inplementation 

The Office of Administration's Personnel Division shall be 
responsible for implerrenting supervisory training, and shall 
develop a training package to ensure that all employees and 
supervisors are fully informed of the EOP Drug-Free Workplace 
Plan. 

C. Training Package 

Supervisory training shall be provided to all supervisors 
and may be presented as a separate program, 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 programs should include--

1. The Drug-Free Federal workplace policy; 

2. The prevalence of various employee problerrs with 
respect to drugs and alcohol; 
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3. The EAP approach to handling problems; 

4. How to recognize errployees with possible problems; 

5. Docurrentation of errployee performance or behavior; 

6. How to approach the errployee; 

7. How to use the EAP; 

8. Disciplinary action, and reroovals from sensitive 
positions, as required by section S(c) of the Executive 
Order; 

9. Reintegration of errployees into the workforce; and 

10. Written materials which the supervisor can use at the 
work site. 
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V. OO'LOYEE EDUCATION 

A. Objectives 

The Personnel Division, Office of Administration, shall 
offer drug education to all errployees. Drug education should 
include education and training on-

1. Types and effects of drugs; 

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

3. The relationship of the EAP to the drug testing 
program; and 

4. Other relevant treabnent, 
confidentiality issues. 

B. Means of Education 

Drug education activities may include: 

rehabilitation, 

1. Distribution of written materials; 

2. Videotapes; and/or 

3. Enployee forums. 
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VI. SPEX:IAL DurIES AND RESPONSIBILITIES 

A. Drug Program Coordinator The Office of Administration 
shall have a Drug Program Coordinator {DPC) ~signed to 
carry out the purposes of this plan. The DPC shall be 
responsible for iq,lenenting, directing, administering, and 
managing the drug program througoout the Ea?. The DPC 
shall serve as the principal contact with the laboratory in 
assuring the effective operation of the testing portion of 
the program. In · carrying out this responsibility, the DPC 
shall, am:mg other duties: 

1. Arrange for all testing authorized urrler this order; 

2. Insure that all eq,loyees subject to random testing 
receive individual notice as described in Section VII 
B. of this Plan, prior to inplementation of the 
program, and that such enployees return a signed 
acknowledgnent of receipt form; 

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

4. Coordinate with and report to the Director, Office of 
Administration, on DPC activities and findings that may 
affect the reliability or accuracy of laboratory results; 
and 

5. In coordination with the EAP Administrator/Coordina­
tor, publicize and disseminate drug program 
educational materials, am oversee training am 
education sessions regarding drug use and 
rehabilitation. 

B. Enployee Assistance Program Administrator/Coordinator 

The EAP Administrator shall: 

1. Upon receipt of a verified positive test result from 
the MRO, transmit the test result to the appropriate 
rnanagerrent official in the ECP agency empowered to 
initiate disciplinary action; 

2. Assume the lead role in the developrent, 
i q,lementation, operation, and evaluation of the EAP; 

3. Supervise the EAP counselors; 

4. Prepares consolidated reports on the EOP 's EAP 
activity; 

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

·6. Work with the DPC to provide educational materials and 
training to managers, supervisors, and errployees on 
illegal drugs in the workplace; 

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

8. Monitor the progress of referred errployees during and 
after the rehabilitation period; 

9. Ensure that training is provided to assist supervisors 
in the recognition and docurrentation of facts and 
circurrstances that support a reasonable suspicion that 
an errployee may be using illegal drugs; 

10. Maintain a list of rehabilitation or treatrrent 
organizations which provide counseling and 
rehabilitative programs, and include the following 
infornation on each such organization: 

a. Name, address, and phone nurrber; 

b. Types of services provided; 

c. Hours of operation, including emergency hours; 

d. The contact person's narre and phone nurrber; 

e. Fee structure, including insurance coverage; 

f. Client specialization; and 

g. Other pertinent infornation. 

11. Periodically visit rehabilitative or treatment 
organizations to meet administrative and staff 
merrbers, 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-treatrrent follow-up. 

Errployee Assistance Counselors 

The Errployee Assistance Counselors shall--

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

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

3. Be qualified by the EAP Administrator and be trained in 
counseling employees in the occupational _setting, and 
identifying drug use, 

4. Docunent and sign the treatment plan prescribed for all 
enployees referred for treatment, after obtaining the 
employee's signature on this docunent; and 

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 and 
child care; 

g. The preferences of the ernployee. 

D. Medical Review Official (MRO) 

The Office of Administration shall have an MRO assigned 
to carry out the purposes of this Order. The MRO shall, 
arcong other duties: 

1. Receive all laboratory test results; 

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

3. Consistent with confidentiality requirerrents, refer 
written determinations regarding all verified positive 
test results to the Enployee Assistance Program 
Administrator/Coordinator, including a positive drug 
test result form indicating that the positive result 
is "unjustified," together with all relevant 
docunentation and a SUJI'II'lary of findings; 

4. Notify the Director of Personnel, Office of 
Administration when an individual who has been 
tentatively selected for employment with an ECP agency 
has obtained a verified positive test result. 
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5. Coordinate with and report to the Director, Office of 
Administration, on all activities and findings on a 
regular basis. 

E. SUpervisors 

supervisors will be trained to recognize and address illegal 
drug use by employees, and will be provided infornation regarding 
referral of employees to the EAP, procedures and requirenents for 
drug testing, and behavioral patterns that give rise to a 
reasonable suspicion that an employee may be using illegal drugs. 
First-line supervisors shall: 

1. Attend training sessions on illegal drug use in the 
workplace; 

2. Initiate through the Drug Program Coordinator a 
reasonable susp1c1on test, after first making 
appropriate factual observations and doclll'IY=nting those 
observations and obtaining · approval from the 
higher-level supervisor; and/or other official 
designated to approve such testing of an EOP agency 
employee; 

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

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

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

A higher-level supervisor shall review and concur, in 
advance, with all reasonable suspicion tests ordered under their 
supervision, as indicated in Appendix A. 

F. Irrplementation 

At the direct ion of the Di rect or , Of f i ce of Administ rat i on, each 
EOP agency head shall implement the Drug-Free Workplace Plan within 
their agency and ensure that the Plan is efficiently and effectively 
accomplished in accordance with this order and all other applicable 
regulations. 

G. General Program/Structural Provisions 

The Director, Office of Administration, shall develop 
implementation procedures to efficiently and swiftly implenent all 
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aspects of this order, taking into account unique personnel, 
budgetary and other relevant factors. 

H. Government Contractors 

Wherever existing facilities are inadequate to irrplement 
this order, the Director, Office of Administration, shall: 

1. Acquire needed services by contract or interagency 
agreeirent and insure the nonitoring and successful 
performance of such arrangements. 

2. Ensure that contractors chosen to perform the drug 
screening tests are duly certified pursuant to the HHS 
guidelines and that all contracts conform to the 
technical specifications of the HHS guidelines (see 
Appendix B) ; and 

3. Establish, by contract or by interagency agreement as 
deemed appropriate, the positions and specific 
responsibilities of the MRO as required by the HHS 
guidelines (see Appendix B). 
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VII. Wl'ICE 

A. General Notice 

A general notice from the head of the ECl? agency 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 irrplerrentation date of the plan. The notices 
shall be provided imrediately upon conpletion of the 
congressional certification procedures pursuant to 5 U.S.C. 
sections 503 (a) (1) (A), 503(a) (1) (B), and 503 (a) (1) (C) 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 selecterl for random 
testing will also receive an individual notice, prior 
to the comrrencenent 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. The circumstances urrler which testing may occur; 

6. That opportunity will be afforded to submit nedical 
documentation of lawful use of an otherwise illegal 
drug; 

7. That the laboratory assessment is a series of tests 
which are highly accurate and reliable, and that, as 
an added safeguard, laboratory results are reviewed by 
the MRO; 

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

9. 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 pa.tient. 
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B. Individual Notice 

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

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

2. That the employee will have the opportunity to 
voluntarily identify himself as a user of illegal drugs 
and to receive counseling or rehabilitation, in which 
case disciplinary action is not required. 

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

C. Signed Acknowledgement 

Each enployee 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 
enployee's supervisor shall note on the acknowledgenent form that 
the enployee received the notice. This acknowledgement shall be 
centrally collected for easy retrieval, and is advisory only. An 
employee's failure to sign the notice shall not preclude testing 
that employee, or otherwise affect the inplenentation of this 
order since the general sixty~ay notice will previously have 
notified all agency employees of the requirerrent to be drug-free. 

D. Administrative Relief 

If an employee believes that his or her position has been 
wrongly designated a test designated position ('IDP) that employee 
may file an administrative appeal to the official designated in 
Appendix A who has authority to rerrove the employee from the 'IDP 
list. The appeal rrust 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 'IDP. The official's 
decision is final and is not subject to further administrative 
review. 
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VIII. FINDING OF DRUG USE AND DIOCIPLINARY co~s 

A. Determination 

An enployee 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 enployee's voluntary admission. 

B. Mandatory Administrative Actions 

The EOP agency shall refer an errployee found to use illegal 
drugs to the F.AP, and, if the ernployee occupies a sensitive 
position, imrediately remove the ernployee from that position 
without regard to whether it is a testing designated position. At 
the discretion of the head of the ECP agency, or his designee, 
however, and as part of an F.AP, an ernployee may return to duty in 
a sensitive position if the ernployee's return would not eooanger 
public health or safety or national security. 

C. Range of Consequences 

The severity of the disciplinary action taken against an 
errployee found to use illegal drugs will depend on the 
circumstances of each case, and will be consistent with the 
Executive Order, and includes the full range of disciplinary 
actions, including removal. The ECP agency shall initiate 
disciplinary action against any ernployee found to use illegal 
drugs provided that such action is not requirerl for an ernployee 
who voluntarily admits to illegal drug use, and obtains 
counseling or rehabilitation and thereafter refrains from using 
illegal drugs. 

Such disciplinary action may include any of the following 
measures but some disciplinary action rrust be initiated: 

1. Reprinanding the employee in writing; 

2. Suspending the employee for 14 days or less; 

3. Suspending the employee for 15 days or rrore; 
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4 Suspending the eq:>loyee until the eq:>loyee successfully 
coq:>letes the EAP or until it is determined that action 
other than suspension is rrore appropriate: 

5. Rerroving the eq:>loyee from service. 

D. Initiation of Mandatory Rerroval From service 

for: 
The EOP agency shall initiate action to remove an eq:>loyee 

1. Refusing to obtain counseling or rehabilitation through 
an Errployee Assistance Program as required by the 
Executive Order after having been found to use illegal 
drugs: 

2. Having been found not to have refrained from illegal 
drug use after a first finding of illegal drug use. 

All letters to propose and decide on a disciplinary action 
should be developed in consultation with the Personnel Division, 
Office of Administration. 

E. Refusal to Take Drug Test When Required 

1. An enployee who refuses to be tested when so requirerl 
will be subject to the full range of disciplinary 
action, including dismissal. 

2. No applicant who refuses to be tested shall be exterrled 
an offer of enployrrent. 

3. Attarpts to alter or substitute the specinen provided 
will be deemed a refusal to take the drug test when 
required. 

F. Voluntary Referral 

Under Executive Order 12564, the EC!? agency is required to 
initiate action to discipline any eq:>loyee found to use illegal 
drugs in every circumstance except one. If an enployee (1) 
voluntarily admits his or her drug use; (2) coq:>letes counseling 
or rehabilitation through an EAP; and (3) thereafter refrains 
from drug use, such discipline "is not required." 

The decision whether to discipline a voluntary referral will 
be made by the EOP 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 enployee has come forward 
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voluntarily. In coming forward voluntarily, and consistent with 
Section XII (B) , an errrployee may volunteer for a drug test as a 
means of identification. Although this self-identification test 
may yield a verified positive test result, such result shall not 
constitute a second finding of illegal drug use for purposes of 
considering the disciplinary consequences herein. 

This self-identification option allows any errrployee to step 
forward and identify his/herself as an illegal drug user for the 
purpose of entering a drug treatment program under the EAP. 

Since the key to this provision's rehabilitative 
effectiveness is an errployee 's willingness to admit his or her 
problem - this provision will not be available to an employee 
who is asked to provide a urine sample when required, or who is 
found to have used illegal drugs pursuant to Sections VIII (A) 
(1), or VIII(A) (2) and who thereafter requests protection under 
this provision. 

- 21 -



IX. RAIDCM TESTING 

A. Position Titles Designated for Random Drug Testing 

The position titles designated for random drug testing are 
listed in Appendix A, along with the criteria and procedures 
applied in designating such positions for drug testing, 
including the justification for such criteria and procedures. 

B. Sensitive Errployees in Testing Designated Positions 

The Executive Order requires random testing for errployees in 
sensitive positions that have been designated as testing 
designated positions. As further specified in Apperrlix A, the 
EOP agency head has determined that these positions are testing 
designated positions that will be randomly tested. Accorcpanying 
the list of testing designated positions are the criteria and 
procedures used in designating such positions, pursuant to the 
Act, including the justification for such criteria and 
procedures . 

C. Determining The Testing Designated Position 

Aioong the factors that each ECP agency head has considered 
in determining a testing designated position, are the extent to 
which that agency-

1. Considers its mission inconsistent with illegal drug 
use: 

2. Is engaged in law enforcement: 

3. Must foster public trust by preserving enployee 
reputation for integrity, honesty and responsibility; 

4. Has national security responsibilities: 

5. Has drug interdiction responsibilities; or 

The extent to which the position considered--

I. Gives errployees access to sensitive information: 

2. Authorizes errployees to engage in law enforcement; 

3. Requires errployees, as a condition of errployment, to 
obtain a security clearance; 

4. Requires errployees 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 their 
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. 

Each EOP Agency head reserves the right to add or delete 
positions determined to be testing designated positions pu~suant 
to the criteria established in the Executive Order and this plan. 
Moreover, pursuant to 42 u.s.c. 290ee-l(b) (2), and the pertinent 
provisions of the Federal Personnel Manual, the ECP agency head 
has determined that all positions which have been or will be 
designated as testing designated positions uooer this plan are 
nsensitive positionsn and are therefore exerrpted from coverage 
under 42 U.S.C. 290ee-l(b) (1) which provides that no person may 
be denied or deprived of Federal civilian employrrent or a Federal 
professional or other license or right solely on the basis of 
prior drug abuse. 

D. Inplernenting Random Testing 

In inplementing the program _of random testing the Drug 
Program Cootdinator shall-

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

2. Evaluate periodically whether the nurrbers of enployees 
tested and the frequency with which those tests will be 
administered satisfy the ECP agencies duty to achieve a 
drug-free work force. 

The testing designated positions in each ECP agency are 
specified in Appendix A. Twelve percent of the incunbents of 
these positions shall be tested annually, with unannounced 
testing to be held six ti.mes a year. 

E. Notification of Selection 

An individual selected for random testing, and the 
individual's first-line supervisor, shall 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. 

F. Deferral of Testing 

An errployee selected for random drug testing may obtain a 
deferral of testing if the employee's first-line and second-line 
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supervisors concur that a conpelling need necessitates a deferral 
on the grounds that the errployee is: 

1. In a leave status (sick, annual, administrative or 
leave without pay); 

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

An official of each EOP agency identified in Appendix A may 
authorize deferral of testing for an errployee whose inunediate 
work-demands require .uninterrupted continuation. The decision to 
defer testing on this basis may not be delegated. 

An enployee whose random drug test is deferred will be 
included with the next group of errployees selected for random 
testing occurring within the following 60 days. 
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X. RF.ASONABLE SUSPICION TESTING 

A. Grounds 

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

1. Observable phenomena, such as direct observation of 
drug use or possession and/or the physical syrrptoms of 
being under the influence of a drug; 

2. A pattern of abnormal conduct or erratic behavior; 

3. Arrest or conviction for a drug-relatetl offense, or the 
identification of an enployee as the focus of a 
criminal investigation into illegal drug possession, 
use, or trafficking; 

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

5. Newly discoveretl evidence that the enployee has 
taitJ?ered with a previous drug test. 

Although reasonable suspicion testing does not require 
certainty, rrere "hunches" are not sufficient to rreet this 
standard. 

B. Procedures 

If an enployee is suspectetl of using illegal drugs, the 
appropriate supervisor will gather all information, facts, and 
circumstances leading to and supporting this suspicion. This 
information will be reviewed by a higher-level supervisor for 
concurrence. The decision level for approval to proceetl with 
testing is described in Appendix A. 

When reasonable suspicion has been established, the 
appropriate supervisor will prorrptly detail, for the record and 
in writing, the circumstances which forired the basis 
to warrant the testing. A written report will be prepared to 
include, at a minirrum, the appropriate dates and tirres of 
reported drug related incidents, reliable/credible sources of 
information, rationale leading to the test, f indings of the t est , 
and the action taken. 

C. Obtaining the Sample 

The errployee may be asked to provide the urine sarrple under 
observation in accordance with the criteria in Section XIII B. 
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D. Supervisory Training 

In accordance with Section IV, supervisors will be trained 
to address illegal drug use by enployees, to recognize facts that 
give rise to a reasonable suspicion, and to docunent 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. APPLICANl' TESI'ING 

A. (l)jectives 

To maintain the high ~professional standards of the 
EOP agency's workforce, it is imperative that individuals who use 
illegal drugs be screened out during the initial employrrent 
process before they are placed on the employment rolls of the 
agency. This procedure will have a :[X)Sitive effect on reducing 
instances of illegal drug use by employees working within the 
EOP, and will provide for a safer work envirorurent. 

B. Extent of Testing 

Drug testing shall be required of applicants tentatively 
selected for employrrent with an EOP agency as indicated in 
Appendix A. 

C. Vacancy Announcements 

Every vacancy announcenent issued for an ECP agency by the 
Office of Administration for :[X)sitions designated for applicant 
testing shall state: 

"All applicants tentatively selected for this :[X)Sition will 
be required to submit to urinalysis to screen for illegal drug 
use prior to ap:[X)intment." 

In addition, the applicant will be notified that 
appointment to the :[X)Sition will be contingent U:[X)n a negative 

· drug test result. Failure of the vacancy announcenent to contain 
this statement notice will not preclude applicant testing if 
advance written notice is provided applicants in sane other 
manner. 

D. Procedures 

The DPC or other official designated by the DPC in each ECP 
agency shall direct applicants to an appropriate collection 
facility. The drug test must be undertaken as soon after 
notification as :[X)ssible, and no later than 48 hours of notice to 
the applicant. Where appropriate, applicants may be reirrbursed 
for reasonable travel expenses. 

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

Upon notification that an applicant has been tentatively 
selected for errployrrent with an EOP agency the Director of 
Personnel, Office of Administration, shall assure, after 
consultation with the MRO, that a drug test has been conducted, 
if required by the EOP agency, on that individual and determine 
whether the t est result is a verified positive result. 

F. Consequences 

The EOP agency will decline to extend a final offer of 
errployment to any applicant with a verified positive test result, 
and such applicant may not reapply for errployrnent for a period of 
six ironths. The EOP agency shall inform the applicant that a 
confirmed presence of drugs in the applicant's urine precludes 
the agency from hiring the applicant. 
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XII. ADDITIONM. TYPES OF DRUG TFSI'ING 

A. Accident or Unsafe Practice Testing 

Each EOP agency is corranitted to providing a safe and secure 
work environrrent. Errployees involved in on-the-job accidents or 
who engage in unsafe on-duty job-related activities that pose a 
danger to others or the operation of the agency, may be subject 
to testing. Based on the circumstances of the accident or unsafe 
act, the supervisor with the concurrence of the second-level 
supervisor may initiate testing when the enployee suffers 
personal injury requiring imnediate hospitalization or there is 
damage to Governrrent or personal property estimated to exceed 
$5000. The conditions and procedures of testing shall be as for 
random testing. 

B. Voluntary Testing 

In order to deronstrate their corranitrnent to an ECP agency's 
goal of a drug-free workplace and to set an exanple for other 
federal enployees, enployees not in testing designated positions 
may volunteer for unannounced random testing by notifying the 
DPC. These enployees will then be included in the pool of 
testing designated positions subject to random testing, and be 
subject to the same frequency of testing, coooitions and 
procedures, including the provisions of Section VIII (F). 
Volunteers shall remain in the TOP pool for the duration of the 
position which the enployee holds, or until the enployee 
withdraws from participation by notifiying the DPC of such intent 
at least 48 hours prior to a scheduled test. 

C. Follow-up Testing 

All enployees referred through administrative channels who 
undergo a counseling or rehabilitation program for illegal drug 
use through the EAP will be subject to unannounced testing 
following conpletion of such a program for a period of one year. 
Such enployees shall be tested at the arount stipulated in the 
abeyance contract, or in the alternative, at an increased 
frequency twice the rate applicable to the pool of testing 
designated positions through placerrent in a separate random pool. 
Such testing is distinct from testing which may be inposed as a 
component of the EAP. 
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XIII. 'l'ESl' PROCEDURES IN GENERAL 

A. Technical Guidelines for Drug Testing 

The EOP agencies shall adhere to all scientific and 
technical guidelines for drug testing programs pronulgated by HHS 
consistent with the authority granted by Executive Order 12564, 
and to the requireirents of Section 503 of the Act. '!he 
drug testing program shall have professionally trained collection 
personnel, a laboratory certification program, rigorous 
analytical standards and quality assurance requirements for 
urinalysis procedures, and strict confidentiality requireirents. 

B. Privacy Assured 

Any individual subject to testing under this order, shall be 
permitted to provide urine speciirens in private, and in a rest 
room stall or similar enclosure so that the enployee is not 
observed while providing the sarrple. Collection site personnel 
of the sane geooer as the individual tested, however, may observe 
the individual provide the urine speciiren 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 speciiren to be provided when -

1. The individual is being test¢ pursuant to Section X 
relating to reasonable suspicion testing: 

2. Facts and circumstances suggest that the individual is 
an illegal drug user: 

3. Facts and circumstances suggest that the individual is 
under the influence of drugs at the time of the test: 

4. The individual has previously been found to be an 
illegal drug user: 

5. Facts and circumstances suggest that the individual has 
equiprrent or inpleirents capable of tanper ing or 
altering urine sanples; or 

6. The individual has previously tanpered with a sanple. 

C. Failure to Appear for Testing 

Failure to appear for testing without a deferral will be 
considered refusal to part'icipate in testing, and will subject an 
employee to the range of disciplinary actions, including 
dismissal, and an applicant to the cancellation of an of fer of 
enployment. If an individual fails to appear at the collection 
site at the assigned time, the collector shall contact the DPC to 
obtain guidance on action to be taken. 
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D. Opportunity to Justify a Positive Test Result 

When a confirmed positive result has been returned by the 
laboratory, the MRO shall perform the duties set forth in the HHS 
Guidelines. For example, the MRO may choose to conduct errployee 
medical interviews, review errployee medical history, or review 
any other relevant biomedical factors. The MRO rrust review all 
med.i,cal records made available by the tested errployee when a 
confirmed positive test could have resulted from legally 
prescribed medication. Evidence to justify a positive result-may 
include, but is not limited to: 

1. A valid prescription; or 

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

Individuals are not entitled, however, to present evidence 
to the MRO in a trial-type administrative proceeding, although 
the MRO has the discretion to accept evidence in any manner the 
MRO deems irost efficient or necessary. 

If the MRO determines there is no justification for the 
positive result, such result will then be considered a verified 
positive test result. The MRO shall irmediately contact the EAP 
Administrator upon obtaining a verified positive test result. 

E. Ertployee Counseling and Assistance 

While participating in a counseling or rehabilitation 
program, and at the request of the program, the errployee may be 
exerrpted from the random testing designated position 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 
EOP agency head. Upon corrpletion of the program, the errployee 
irrrcediately 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 
scientific and Technical Guidelines promulgated by the Department 
of Health and Human Services, or any subsequent arrendment 
thereto, such HHS Guidelines or arrendment shall supersede the 
procedures specified in this section, but only to the extent of 
the inconsistency. 
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XIV. RECORDS AND REPORI'S 

A. Confidentiality of Test Results 

The laboratory may disclose confirmed laboratory test 
results only to the MRO. Any positive result which the MRO 
justifies by licit and appropriate medical or scientific 
docwrentation to account for the result as other than the 
intentional ingestion of an illegal drug will be . treated as a 
negative test result and may not be released for purposes of 
identifying illegal drug use. Test Results will be protected 
under the provisions of the Privacy Act, 5 U.S.C. 552a, et _§gg., 

and Section 503 (e) of the Act, and may not be released in 
violation of either Act. The MRO may maintain only those records 
necessary for corrpliance with this order. Any records of the 
MRO, including drug test results, may be released to any 
rnanagerrent official for purposes of auditing the activities of 
the MRO, except that the disclosure of the results of any audit 
may not include personal identifying information on any enployee. 

In order to corrply with Section 503(e) of the Act, the 
results of a drug test of an EOP agency errployee may not be 
disclosed without the prior written consent of such errployee, 
unless the disclosure would be-

1. To the MRO; 

2. To the EAP Administrator in which the enployee is 
receiving counseling or treatnent or is otherwise 
participating; 

3. To any supervisory or management official within the 
EOP agency having authority to take adverse personnel 
action against such enployee; or 

4. Pursuant to the order of a court of conpetent 
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 or government official woose 
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 reroved shall also be made 
available to other personnel, including the DPC, for 
data collection and other activities necessary to 
corrply with Section 503(f) of the Act. 
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B. Errployee Access to Records 

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

1. Such errployee's drug test; and 

2. The results of any relevant certification, review, or 
revocation of 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 corrpile program records~ In order 
to efficiently irrplement this order and to make information 
readily retrievable, the DPC shall maintain all records relating 
to reasonable suspicion testing, suspicion of tarrpering evidence, 
and any other authorized docurrentation necessary to irrplerrent 
this order. 

All records and information of the personnel actions taken 
on errployees with verified positive test results should be 
forwarded to the Personnel Division, Office of Administration. 
SUch shall remain confidential, locked in a cont>ination safe, 
with only authorized individuals who have a "need-to-know" having 
access to them. 

D. Enployment Assistance Program Records 

The EAP Administrator shall maintain only those records 
necessary to corrply with this order. After referral of an 
employee to an EAP, the EAP will maintain all records necessary 
to carry out its duties. All medical and or rehabilitation 
records concerning the errployee 's drug abuse, including EAP 
records of the identity, diagnosis, prognosis, or treatrrent are 
confidential and may be disclosed only as authorized by 42 C.F.R. 
Part 2, including the provision of wr i tten consent by the 
employee. With written consent, the patient may authorize the 
disclosure of those records to the patient's errployer for 
verification of treatment or for a general evaluation of 
treatment progress. (42 C.F .R. 2.1 et ~- (1986), revised 
regulations promulgated at 52 F.R. 21796, June 9, 1987). 

E. Maintenance of Records 

The Off ice of Administration shall establish or arrend a 
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recordkee.ping system to maintain the records of the EC!? Drug 
Free Workplace Program consistent with the Privacy Act System of 
Records and with all applicable federal laws, rules and 
regulations regarding confidentiality of records including the 
Privacy Act - 5 U.S.C. 552a. If necessary, records may be 
maintained as required by subsequent administrative or judicial 
proceedings, or at the discretion of the EOP agency head. 'fue 
recordkeeping system should capture sufficient docurcents to meet 
the operational and statistical needs of this order, and include: 

1. Notices of verified positive test results referred by 
the MOO; 

2. Written materials justifying reasonable · suspicion 
testing or evidence that an individual may have altered 
or tanpere:l with a specinen; 

3. Anonymous statistical reports; and 

4. Other docurcents the DPC, MRO, or EAP Administrator 
deems necessary for efficient corrpliance with this 
order. 

F. Records Maintained By Government Contractors 

Any contractor hire:] to satisfy any part of this order shall 
corrply with the confidentiality requirernents of this order, and 
all applicable federal laws, rules, regulations and guidelines. 

G. Statistical Information 

'llle DPC shall collect and corrpile anonymous statistical data 
for reporting the mmber of-

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

2. Verified positive test results; 

3. Voluntary drug counseling referrals; 

4. Involuntary drug counseling referrals; 

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

6. Terminations or denial of errployment offers resulting 
f rom alteration of specimens; 

7. Terminations or denial of errployment offers resulting 
from failure to corrplete a drug abuse counseling 
program; and 
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8. Enployees who successfully conplete EAP. 

This data, along with other pertinent information, shall be 
conpiled for inclusion in the EOP 's annual report to Congress 
required by Section 503 (f) of the Act. This data shall also be 
provided to HHS on a semi-annual basis to assist in overall 
program evaluation and to determine whether changes to the HHS 
Guidelines may be required. 
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THE WH ITE HOUSE 

WASHINGTON 

July 8, 1988 

MEMORANDUM FOR WHITE HOUSE STAFF 

FROM: RHETT B. DAWSON E 
ASSISTANT TO THE\PRESIDENT FOR OPERATIONS 

SUBJECT: GENERAL NOTICE ON DRUG-FREE WORKPLACE PLAN 

The use of illegal drugs is having serious adverse effects on our 
Nation's workforce. It not only results in billions of dollars 
of lost productivity, but poses a real threat to public health, 
safety, and security. The Federal government, as the largest 
employer in the Nation, is concerned about the well-being of its 

·employees, the successful accomplishment of agency missions, and 
the maintenance of a high standard of Federal service. The use 
of illegal drugs by Federal employees undermines public 
confidence in gov~rnment and is not compatible with public 
service. 

For these reasons, President Reagan issued Executive Order 12564 
setting forth a comprehensive program designed to achieve the 
goal of a drug-free Federal workforce. The Order expressly 
stated that all employees must refrain from using illegal drugs 
on or off the job. This is a goal that I strongly endorse. 
Illegal drug use is inconsistent with law-abiding behavior 
expected of all citizens, and is especially so for those of us 
who serve the public. 

To implement the Order, the Executive Office of the President 
(EOP) agencies have developed the EOP Drug-Free Workplace Plan. 
It includes employee assistance and rehabilitation programs, 
employee and sup~rvisory education and training, and provisions 
for the identification of illegal drug users through carefully 
controlled and confidential testing procedures. 

The EOP plan has now been approved for implementation pursuant to 
the standards and requirements established by Congress in Section 
503 of Public Law 100-71. This memorandum describes certain 
provisions of the plan in greater detail and constitutes the 
required· general notice to all staff, including detailees, that 
we intend to begin· the testing program no earlier than 60 days 
after the date of this notice. 

Under the plan, I have determined that all positions in the White 
House Office have critical security or other factors that 
ident i fy them for random testing. In addition to this notice, 
each of you will also receive an individual notice not less than 
30 days before the· start of random testing. 
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Under our plan, testing may also be required in cases where there 
is a reasonable suspicion of drug use or when an employee is 
involved in an on-the-job accident or engages in unsafe on-duty 
activities. In these situations, the supervisor may initiate 
testing only after a thorough review and concurrence by the White 
House Personnel Office. An employee who completes a required 
drug rehabilitation program will be subject to unannounced 
follow-up testing for one year. 

Following are some elements of the EOP drug testing procedures 
and their impact on employees. 

Personal Privacy. Procedures to ensure personal privacy will be 
observed when an employee is asked to provide a urine specimen, 
unless there is reason to believe that a particular individual 
may alter or substitute the specimen to be provided. 

Scientific Ac~uracy. Analysis of specimens will be conducted for 
the EOP by the Department of Navy laboratories, following 
procedures and highly accurate and reliable methodologies that 
comply with scientific and technical guidelines established by 
the Department of Health and Human Services. Laboratory analysis 
will detect recent use of opiates, marijuana, cocaine, 
amphetamines and phencyclidine (PCP). Strict chain of custody 
procedures will be in place from collection through laboratory 
analysis. 

Medical Review. Positive test results will be reported to a 
Medical Review Officer who will ensure that any legal reasons for 
a positive test result are fully explored with the employee 
before affirming the test result as indicating illegal drug use. 

Counseling and Referral. Any employee found through random 
testing to be using drugs will . be referred to the EOP's Employee 
Assistance Program (EAP) for counseling and referral to a 
rehabilitation program. These services are available now on a 
self-referral basis without a test finding. I urge any of you 
who have a drug problem to avail yourself of these confidential 
services before random testing begins. An appointment for EAP 
services for drug and or other problems may be made by calling 
646-5100 in the metropolitan are or 1-800-247-3054 if calling 
from outside the metropolitan telephone area. 

Disciplinary Action. The severity of disciplinary action taken 
against an employee found to use illegal drugs will depend on the 
circumstances of each case. In accordance with the terms of the 
Executive Order, some form of disciplinary action must be 
initiated upon such a finding and the employee may no longer 
perform the duties of his or her position. However, the Order 
also gives an agency head the discretion to return the employee 
to such duty while in the EAP so long as the employee's return 
would not endange~ public health, safety, or national security. 
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Confidentiality. Strict confidentiality requirements will be 
adhered to in the drug-testing program. Positive test results 
that have been verified by the Medical Review Officer may only be 
disclosed to the employee, the EAP Administrator, the management 
officials having authority over the employee, or a court or other 
administrative tribunal in a proceeding based upon an adverse 
personnel action. All medical and rehabilitation records in the 
EAP and rehabilitation program are confidential patient records. 
They may not be disclosed without the prior written consent of 
the employee. 

A copy of the EOP Drug-Free Workplace is attached. If you 
require additional copies they are available from White House 
Personnel, Room 6, OEOB. You will soon be notified of briefings 
on the drug program. I encourage you to attend these sessions to 
become informed about the plan and its operation. 

I am asking for your support and cooperation in making our plan 
and the goal of a drug-free workplace a reality at the White 
House. 
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Appendix A. Paqe A-1 Part A. 

THE WHITE HOUSE OFFICE 

A. Statement of Agency Mission 

The White House Office is a unique institution within the 
Executive branch of the government. The name alone connotes its 
special status and relationship to the Presidency. In the public 
mind the term White House Office or White House is often 
synonymous with the President and the Presidency. The staff 
assists the President on a daily basis as to a wide range of 
political and official matters. These matters incluo.e any and 
every sensitive domestic and international issue. Thus, all 
employees of the White House Office must bring to their position 
a high level of integrity, trust and efficiency. 

The Congress recognized this uniqueness by qivinq the President 
unusual personnel authority over the White qouse Office staff. 
None of the staff occupies a protected competitive civil 
service position. Each employee from the Chief of Staff to the 
most junior clerical staff member serves at the pleasure of the 
President. Additionalli, employees paid by the White House 
Office are the only Federal employees, other than Presidential 
Appointees who are confirmed by the Senate, who are not subiect 
to any of the limitations of the Hatch Act. 

The employees recognize their uniqueness as well. Each has 
agreed as a condition of employment to undergo a FBI full-field 
investigation. Each has authorized the government to have access 
to their private medical records, school records, certain tax 
return information, and significant financial information. All 
positions have been determined to be sensitive as defined in 
Executive Order 12564. 

The impairment of efficiency of any of the staff as a result of 
illegal drugs can have an adverse effect on the President's abilitv 
to conduct the Nation's business. 

B. Testing Designated Positions Listing and Justification Statement 

All of the positions in the White House Office share in some 
significant degree the following characteristics. These character­
istics and others that are specific to certain categories of 
~ositions suoport the determination that the incumbent occupies 
a sensitive position within the meaning of the Executive 0rder. 
~he White House Office has determined that all emolovees occuoyinq 
sensitive positions should be subject to random testinq. 
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Calligrapher 
Chief of Staff to the President 
Chief Telephone Operator 
Classification Clerk(s) 
Clerk(s) Stenography 
Clerk(s) Typing 
Clerk(s) 
Communications Officer(s) 
Confidential Assistant(s) 
Correspondence Clerk(s) 
Counsel to the President 
Data Entry Clerk(s) 
Data Entry Supervisor(s) 
Deputy Assistant(s) to the President for (Various) 
Deputy Asso~iate Director(s) 
Deputy Chief of Staff 
Deputy Counsel to the President 
Deputy Director(s) 
Deputy Executive Clerk 
Deputy Press Secretary 
Deputy Social Secretary 
Oeputy(s) to (Position Title) 
Director(s) of (Function or Office) 
Editorial Assistant(s) 
Executive Assistant(s) 
Executive Clerk 
File Clerk(s) 
Financial Officer 
Interview Coordinator 
Junior File Assistant(s) 
Lead Advanceman(s) 
Mail and File Assistant Supervisor 
Mail and File Clerk(s) 
Mail Analyst(s) 
Mail and File Supervisor(s) 
Management Assistant(s) 
Night Supervisor(s) 
Office Manager 
Operations Manager 
Outgoing Mail Processing Supervisor 
Personal . Assistant(s) 
Press Advanceman 
Press Secretary to the ~irst Lady 
Principal Coordinator for Cental America 
Principal Staff Assistant(s) 
Records Assistant(s) 
Research Assistant(s) 
Researcher(s) 

Part A. 
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C. Administrative Relief 

If an employee of the White ~ouse Office believes that his or 
her position has been wrongly designated as a testing designatea 
position, the emplovee may submit an administrative appeal through 
his or her immediate supervisor to the Assistant to the President 
for Operations (or equivalent position if changed) in accordance 
with the provisions of section VII D of the EOP Plan. 

D. Decision Level for Deferral of Testing Because of Work Demands 

The Assistant to the President for Operations may authorize 
deferral of testing for an employee whose immediate work-demands 
require uninterrupted continuation. Approved requests for such 
deferral shall be documented in writing by the first-level supervisor 
as soon as possible after a decision to defer is made. Such reports 
shall be sent to the Drug Program Coordinator for follow-up action 
to schedule the employee for unannounced testing within sixty davs. 

E. Decision Level for Reasonable Suspicion Drug Testinq 

If an employee is suspected of using illegal druqs based on 
conditions described in section X of the EOP ~lan, the facts and 
circumstances of that case shall be presented to the Assistant to 
the President for Operations who shall decide whether to proceed 
with testing. 

F. ~pplicant Testing 

Preappointment druq testing of applicants tentatively selected 
for all positions in the White House Office is required pursuant 
to and in accord with section XI of the EOP Plan. 



~PPENDIX A. EOP AGENCY SUPPLEMENTAL INFORMATION 

Part A. The White House Office 

Part B. Office of the Vice President 

Part C. Council of Economic Advisers 

Part D. Council on Environmental Quality 

Part~- Executive Residence at the White qouse 

Part F. National Critical Materials Council 

Part G. National Security Council 

Part H. Office of Administration 

Part I. Office of Management and Budget 

Part J. Office of Policy Development 

Part K. Office of Science and Technology Policy 

Part L. Office of the U.S. Trade Representative 

Part M. White House Conference for a Drug-Free America 

Part N. President's Foreign Intelligence ~dvisory Board 

Part o. President's Intelligence Oversight Board 

NOTE: Each EOP agency will have available its ?art of 
Appendix A for distribution to its employees. 
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DEPARTMENT OF HEAL TH AND 
HUMAN SERVICES 

Alcohol, Drug Abuse, and Mental 
Health Administration 

Mandatory Guidelines for Federal 
Workplace Drug Testing Programs 

AGENCY: National Institute on Drug 
Abuse, HHS. 
ACTION: Final Guidelines. 

In substance, these Final Guidelines 
are very similar to those in the Notice of 
Proposed Guidelines published on 
August 14, 1987 (52 FR 30638). However, 
significant editorial and format changes 
have been made. The Guidelines have 
been edited as a single, integrated 
document organized in a more 
traditional format with subparts. 
numbered sections, and consistent 
paragraph designators. Definitions have 
been grouped together in Subpart A. 

SUMMARY: The Department of Health Rather than repeat identical material, 
d H S · (DHHS) d t the document contains internal cross-an uman erv1ces a op s 

scientific and technical guidelines for references, particularly from Subpart C 
Federal drug testing programs and to Subpart B. This new organizational 
establishes standards for certification of approach should add clarity to 
laboratories engaged in urine drug presentation of the material and aid the 

cross-referencing and citation of 
testing for Federal agencies. individual sections and paragraphs. 
EFFECTIVE DATE: April 11, 1988. Prior to addressing comments on the 
FOR FURTHER INFORMATION CONTACT: specifics of the scientific and technical 
Maureen Sullivan (301) 443-6780. requirements and the certification 

. SUPPUMENTARY INFORMATION: These program, ii is worth noting that a 
Final Guidelines, titled "Mandatory number of commenlors perceived the 
Guidelines for Federal Workplace Drug · laboratory standards in these 
Testing Programs" were developed in Guidelines as redundant, viewing 
accordance with Executive Order No. existing regulations, guidelines, and . 
12564 dated September 15, 1986, and certificalion/licensure mechanisms of 
section 503 of Pub. L. 1©-71, the the Medicare and Clinical Laboratory 
Supplemental Appropriations Act for Improvement Act of 1967 (CUA) 
fiscal year 1987 dated July 11. l9S7. The interstate licensure program-also 
statute specifically requires that notice administered by DHHS-as sufficient to 
of proposed mandatory guidelines be provide quality assurance for urine drug 

bl. h d · h Fed l R · h testing laboratories. 
pu is e in t e era egister: t at The Medicare and CUA certification 
interested persons be given not less than requirements apply 10 laboratories 
60 days to submit written comments: 
and that after review and consideration conducting a wide range of medical 

f b tests, having been designed for any 
o written comments, final guidelines e medical testing laboratory receiving 
published which: Medicare/Medicaid reimbursement or 

I. Establish comprehensive standards performing testing on specimens in 
for all aspects of laboratory drug testing interstate commerce, respectively. 
and laboratory procedures to be applied The laboratory portion of the 
in carrying out Executive Order No. President's Drug-Free Federal 
12564. including standards which require Workplace Program can be 
the use of the best available technology distinguished from the Medicare/CUA 
for ensuring the fulr reliability and programs by important differences in 
accuracy of drug tests and strict policies, procedures, and personnel 
procedures governing the chain of arising from standards appropriate to 
custody of specimens collected for drug the application of analytical forensic 
testing: toxicology for this program. Unique 

II. Specify the drugs for which Federal distinguishing features include: 
employees may be tested: and • Rigorous chain of custody 

III. Establish appropriate standards procedures for collection of specimens 
and procedure11 for period ic review of and for handling specimens during 
laboratories and criteria for certification testing and storage. 
and revocation of certifica tion of • Stringent standards for making the 
laboratories to perform drug testing in drug testing site secure, for restricting 
carrying out Executive Order No. 12564. access to all but authorized personnel. 

Subpart A of this document contains and providing an escort for any others 
general provisions. Subpa rt B. titled who are authorized to be on the 
"Scientific and Technical premises: 
Requirements," responds to the • Precise requirements for quality 
mandates in items I and II above. assurance and performance testing 
Subpart C. titled "Certificat ion of specific to urine assays for the presence 
Laboratories EngRged in Urine Drug of illegal drugs: and 
Testing for Federal Agencies," responds • Specific educational and experience 
to item Ill. requirements for laboratory personnel to 

ensure their competence and credibility 
as experts on forensic urine drug testing, 
particularly to qualify them as witnesses 
in legal proceedings which challenge the 
finding of the laboratory. 

Medicare and CLIA laboratory 
certification procedures do not provide 
for quality assurance and performance 
testing specific to urine drug testing 
laboratories. With few exceptions. the 

. Medicare and CLIA certification 
programs do not have employees 
specifically trained in toxicology to1 

perform the on-site surveys and 
evaluations of the laboratories and the 
technologies employed in the 
laboratories. The Medicare and CLIA 
standards do not address issues such as 
cutoff limits for drug detection, grading 
criteria for the performance testing 
programs, blind performance testing 
requirements, specifications for the 
analytical techniques to be employed . 
types of drugs to be detected (including 
metabolites), and detailed outcome 
measures of performance such as 
requiring assays of quality control 
samples and a large number of 
performance test samples as an initial 
and ongoing requirement for 
certification. 

The need to assure the protection of 
individual rights within the context of a 
drug testing program-linked to both 
employee assistance programs and the 
management potential for taking 
adverse action against an employee­
makes essential the development of a 
separate laboratory certification 
program to respond to the unique 
requirements of the program manda ted 
by the President and the Congress. 
These Guidelines set standards for such 
a certifies lion program. 

The Final Guidelines make clear that 
they do not apply to drug testing under 
any legal authority other than E.O. 
12564, including testing of persons under 
the jurisdiction of the criminal justice 
system. such as arrestees, detainees, 
probationers. incarcerated persons. or 
parolees (see § 1.1(el). The testing of 
persons in the criminal justice system is 
different than testing under E.O. 12564 
for several reasons: [1) The overriding 
purpose of the criminal justice sys tem is 
to protect communi ty safety through the 
apprehension. adjudication. and 
punishment of law viola tors: (2) the 
incidence of drug use among those under 
the jurisdiction of the criminal jus tice 
system is high: and (3) the lega l int eres ts 
at issue in the crimina l justi ce sys tem. 
including liberty. privacy. and pro perty 
interests. are different and. therefore. 
are subject to established prac tices. 
constitutional protections. and 
evidentiary rules specific to the cri minal 
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justice system. The Guidelines also do 
not apply to military ·testing of service 
personnel or applicants to the military. 

Response to Comments 

Written comments to the Notice of 
Proposed Guidelines published August 
14, 1987, were received from 
approximately 150 individuals, 
organizations, and Federal agencies. All 
written comments were reviewed and 
taken into consideration in the 
preparation of the Final Guidelines. This 
section summarizes major comments 
and the Department's response to them. 
Similar comments are considered 
together. 

1. Several commenters requested that 
the Guidelines require a split sample 
technique in which a second sample or a 
portion of a sample could be saved for 
further testing. Although this possibility 
was considered, it is viewed as a 
cumbersome and expensive process 
involving the collection of two separate 
sets of samples and the retention of one 
for an indefinite period of lime in some 
type of secured long IP.rm refrigerated 
storage. The use of a split sample was 
suggested as a mechanism to overcome 
perceived problems arising out of 
situations such as sample mixups, 
erroneous identification of samples, and 
lost samples. The Department does not 
agree that split or additional sample 
proposal would have any scientific 
advantage over the current system nor 
would they increase reliability. In fact, 
such a system could increase the risk of 
administrative error by doubling the 
labeling, initialing, storage, and 
accountability requirements. 
Furthermore. the Guidelines already 
include sufficient safeguards to 
eliminate the problems the use of split or 
additional samples are thought to 
address; e.g., detailed safeguards for 
labeling and chain of custody of the 
urine sample. Accordingly, we do not 
project any real scientific. chain of · 
custody. or reliability benefits sufficient 
to justify placing the added requirement 
of collection and storage of split 
samples of Federal agencies and have 
rP.j ected the split sample requirement. 
Furthermore. these Guidelines 
specifically re ject a llowing the le!! ted 
employee or anyone else from 
presenting to the Medical Rev iew 
Offi ce r a split sample or private sample 
that does not fully comply with these 
Guidelines. 

2. A number of commentors Si.l id that 
spfic ific r.duca tiona l and experience 
req uirements fo r labora tory directors 
and supervisors were too restrictive und 
thi.i t specific board certifici.itions, 
experience, and degree requirements 
were also too restrictive and did not 

provide any additional quality 
assurance. In many cases these 
individuals recommended that the 
current Medicare and CUA personnel 
standards oe used in place of the 
standards proposed in the Guidelines. 
Other individuals and organizations 
stated that the proposed personnel 
standards in the Guidelines were not 
stringent enough. Some recommended 
that specific standards also be adopted · 
for the personnel performing the tests. 

The Department carefully considered 
the comments about the personnel 
standards proposed in the Guidelines­
most of which came from employees of 
clinical laboratories or organizations 
representing those employees-from the 
perspective of the intent of the 
Guidelines. It is not possible to reconcile 
the divergent viewpoint represented in 
the comments. In this connection it 
should be noted that credentialing 
standards for laboratory personnel have 
been an issue for a number of years in 
other laboratory programs administered 
by DHHS, as well as among those who 
commented on the Notice proposing 
these Guidelines. 

The laboratory personnel 
requirements in the Guidelines are 
designated to assure that any individual 
responsible for test-review and result­
reporting is qualified to perform the . 
function and could appear as an expert 
witnesa in a court challenge of the 

. results. This requires familiarity with a 
wide range of material related to test 
selection. quality assurance, 
interferences with various tests, 
maintenance of chain of custody, 
documentation of findings, · 
interpretation of test results, validation 
and verfication of test results, and the 
ability to testify as an expert in legal 
proceedings. The Guidelines set 
personnel requirements for the 
individuals responsible for day-to-day 
management and operation of 
laboratories engaged in urine drug 
testing for Federal agencies aimed at 
ensuring those competencies. 

While a consultant may be able to 
carry out some of these specialized 
func tions. it is essentia l that 
comprehensive oversight and control of 
the responsibilities cited above be 
exercised by those who are directly 
responsi ble on a di.i y-to-day basis for 
the laboratory. who are accounli.ible for 
the te st results. and who may be called 
on to consult with the agency fo r wh ich 
testing is performed as we ll as to i.i ppei.i r 
a t any legal proceedin~ to defend the 
qui.i lity of tr!8ting in thf! labora tory . 
Therefore . the Guidel ines set func tiona l 
employee qualification s tandards which 
are e!lsP.nt ial to the mission of a drug 

testing laboratory and require that 
laboratory employees meet those 
standards. For the purpose of meeting 
laboratory personnel requirements. no 
provision is made for the use of 
consultants who are not involved in the 
day-to-day management or operation of 
the laboratory. 

The Final Guidelines set functional 
requirements for individuals engaged in 
the day-to-day management and 
operation of laboratories engaged in 
urine drug testing for Federal agencies. 
They do not specify requirements for 
other personnel, including employees 
who perform the assays, but rather 
depend on the ability of those 
responsible individuals to select and 
oversee properly qualified employees in 
each specific laboratory, and they 
depend on outcome measures of 
laboratory performance such as 
performance testing. The individual 
responsible for day-to-day laboratory 
management is responsible for 
determining staffing needs and types of 
personnel required to perform particular 
functions in a specific facility. The 
individual responsible for day-to-day 
laboratory operations is responsible for 
supervision of analysts performing drug 
tests and related duties. Outcome 
measures wHI provide the responsible 
individual with feedback on the 
performance of laboratory employees. 
Within this framework, the Guidelines 
do not establish qualifications for 
additional laboratory positions. 

The individuals who perform the tests 
are a vital part of any laboratory 
operation, and there is no intent to 
minimize their importance by-0mitting 
qualifications for them. However, by 
holding the appropriate labora tory 
officials responsible for review and 
certification of all test results before 
they are sent forward and by relying on 
various quality control and quality 
assurance measures, performance 
testing and on-site evaluations to 
provide direct measures of the qua lity of 
testing, the Department expects to 
ensure a standard of excellence in drug 
testing without setting addi tion i.1 1 
personnel requirements. This reliance on 
the qual ifications of the ind ividual s 
responsible for the day-to-day 
management and opera tion of urine drug 
test ing la boratories does not prnh ihit the 
la boratori es themselves from set ti ng 
add itional emp loyees standards wh ich 
may include speci fic credent ials. 
ce rtific i.l tions. li censes. regis tries. etc .. 
for specific functions. 

However. once a labo rn tory is 
certified in accordance with these 
Guidelines, laboratory emplo yees whose 
fun ctions are prescribed hy these 
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Guidelines are deemed qualified. These 
Guidelines establish the exclusive 
standards for qualifying or certifying 
these employees involved in urainalysis 
testing. Certification of a laboratory 
under these Guidelines shall be a 
determination that all appropriate 
qualification requirements have been 
met. Agencies may not establish or 
negotiate additional requirements for 
these laboratory personnel. 

Some commentors felt that references 
to director, supervisor of analysts, 
certifying officials. and other. analysts 
did not clearly distinguish between 
those positions. Other commentors 
criticized the establishment of specific 
position titles. We have clarified 
laboratory employee functions and 
dropped the use of specific position 
titles in 2.3 Laboratory Personnel. A 
laboratory engaged in urine drug testing 
for Federal agencies must have 
personnel to perform the following 
functions: 

• Be responsible for the day-to-day 
management. and for the scientific and 

. technical performance of the drug 
testing laboratory (even where another 
individual has overall responsibility for 
an entire multispeciality laboratory). 

• Attest to the validity of the 
laboratory's test reports. This individual 
lt\ay be any employee who is qualified 
to be responsible for the day-to-day 
management or operation of the drug 
testing laboratory. 

• Be responsible for the day-to-day 
operation of the drug testing laboratory 
and for the direct supervision of 
analysts performing drug tests and 
related duties. 

In response to those commentors who 
were concerned about the proposed 
requirement for a Ph.D. to qualify as a 
laboratory director, the Final Guidelines 
provide that the individual responsible 
for the day-to-day drug testing 
laboratory management may have 
education and experience in lieu of a 
Ph.D. to demonstrate an individual's 
scientific qualifications in analytical 
forensic toxicology (see 2.3(a)(2)(iii)]. 
Together with the specific analytical 
forensic toxicology experience required 
in 2.3(a)(2)(iv), scientific qualifications 
may be demonstrated by showing 
"training and experience comparable to 
a Ph.D. in one of the natural sciences. 
such as a medical or scientific degree 
and in addition have training and 
laboratory or research experience in 
biology. chemistry. and pharmacology or 
toxicology." Thi!! Ph.D. comparability 
provision eliminates the utility of the 
"grandfather" clause in the proposed 
guidelines, a clause which would have 
qualified incumbent laboratory directors 
who have a graduate degee in the 

natural sciences followed by extensive 
experience (6 years postgraduate}, in 
analytical forensic toxicology. Thus, the 
Final Guidelines omit the "Grandfather" 
clause. 

The Ph.D comparability provision. 
while not requiring specific research 
experience, recognizes research as one 
mechanism for demonstrating scientific 
competency to be responsible for day­
to-day laboratory management. Lack of 
research experience does not disqualify 
an individual for that function if he or 
she !t.as other appropriate training or 
experience. The Ph.D. comparability 
provision also makes explicit that a 
medical degree i_s an acceptable 
alternative to the Ph.D. for this purpose, 
provided, of course, that the M.D. has 
the other requisite training and 
experience. 

The Final Guidelines do not require 
specific board certification for any 
laboratory employees. Some · · 
commentors were concerned 
particularly that individuals who 
supervise analysts would have to be on 
the registry of the American Society for 
Clinical Pathologists (ASCP). The 
proposed guidelines cited the ASCP 
registry, but only as an example of the 
type of experience and education that 
would qualify an individual to oversee 
the day-to-day operations of a urine 
drug testing laboratory, including the 
supervision of analysts. The important 
factors associated with day-to-day 
operation and supervision of analysts in 
a forensic toxicology laboratory are 
captured in 2.3(c). Therefore. the Final 
Guidelines omit any reference to a 
registry as a factor in qualifying an 
individual for lhis function. Likewise, 
the Guidelines do not refer to a registry 
for the individual responsible for day-to­
day laboratory management or the 
individual responsible for attesting to 
the validity of the laboratory's test 
reports, but rely instead on education 
and experience qualifications set out in 
2.3 (a) and (b), respectively. 

Consistent with editorial revisions 
throughout the Final Guidelines, 
editorial changes in the personnel 
provisions are intended to clarify 
specific education, training, and 
experience requirements for individuals 
to carrying out vital laboratory 
functions. to simplify by adopting 
consi~tent terminology, and to eliminate 
the need to compare similar provisions 
by using identical provisions when 
appropriate. In this regard. the per~onnel 
provisions in Subpart B. which sets out 
the scientific and technical 
requirements. and in Subpart C. which 
sets out the standards for certification of 
laboratories, are identical: Subpart C 

simply cross-references the personnel 
provisions in Subpart B. 

3. A number of commentors said that 
it was unnecessarily restrictive to 
require that the screening and 
confirmation tes ts be performed at the 
same site. They believed that the 
majority of tests would be negative and 
that would reduce the number of 
samples that must be shipped to another 
site and would, in turn, prevent sample 
mixup and loss. 

After having carefully reviewed this 
issue, the Department has determined 
that both screening and confirmatory 
testing must be performf!d at the same 
time (3.5). Although use of separate 
screening and confirmation labora tories 
may produce adequate results. Pub. L. 
100-71 mandates that the Secretary set 
standards which "require • • • strict 
procedures governing the chain of 
custody of specimens collected for drug 
testing." Same-site screening and 
confirmation is the best method for 
maintaining such strict control in the 
chain of custody. 

Requiring the two tests to be 
performed in the same laboratory will 
reduce problems inherent in having two 
test sites. such as problems maintaining 
chain of custody forms at two test sites:· 
need for having two separate laboratory 
forms: possible mix-ups and loss of 
samples in transit between sites: 
potential delays,in reporting results: and 
potential for having results reported 
only on the basis of an initial screening 
test. 

Several commentors indicated that if 
screening were done on-site this would 
reduce the number of subsequent 
requirements for rescreening and result 
in fewer samples being sent to another 
site. The Federal work force testing 
program does not envision performing 
initial tests at the collection site. 
Therefore, considerations concerning 
on-site initial screening tests are not 
relevant to the current Federal testing 
program. 

4. Several commenters indicated tha t 
a number of terms were not defined or 
that there was no single section defining 
terms used in the Notice of Proposed 
Guidelines. The Final Guidel ines include 
a section to centralize the definit ions 
that appeared in the proposed document 
and add definitions to severa l 
previously undefined terms (1.2). The 
term "proficiency testing" has been 
edited throughout to read "performance 
testing" as a more precise re fl ec tion of 
the nature of the testing wit h wh ich 
these Guidelines are concerned. 

5. A number of commenters sa id tha t 
the cutoff limits for the reporting of 
positive results should be higher or 
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lov.:er than those proposed (see 52 FR 
30641). There also were commentors 
who believed that the cutoff limits for 
the screening and confirmation tests 
should be set at the same level. 

The initial 'immunoassay test cutoff is 
established at levels generally similar to 
those used by the Department of 
Defense·and available with commercial 
immunoassays. These levels are 
consistent with detection of recent drug 
use. 

The- second set of cutoff levels is for 
the gas chromatography/mass · 
spectrometry (GC/MS) confirmatory 
test. chosen so that the specimens 
determined to be positive by the first 
technique (screening technique} could 
be confirmed at a reasonable level of 
analytical accuracy. 

The Final Guidelines retain all the 
proposed initial test cutoff values 
(2.4(e)}. Confirmation for marijuana is 
changed by 5 ng/ml in accordance with 
DOD experience.Likewise, confinnation 
for amphetamines reflects the cutoff 
intended for the notice of proposed 
guidelines consistent with DOD levels. 
Cutoffs for specific opiates (morphine 
and codeine) and amphetamines 
(amphetamine and methamphetamine) 
are delineated for clarity (2.4(0}. 

In finalizing both screening and 
confirmation cutoffs. among the matters 
considered were prevalence rate: cross• 
reactivity; state of the art in drug 
detection: and the experience of the 
Department of Defense and other groups 
in large-volume drug testing programs. 

6. Several commentors indicated that 
alcohol should be included among the 
substances to be tested. The Department 
acknowledges the significance of 
alcohol and its use as well as its 
potential impact on performance in the 
workplace. In any event. alcohol is not 
an illegal substance, and Executive 
Order 12564. which these Guidelines 
implement. only authorizes testing for 
illicit drugs listed in Schdule I and 
Schedule II of the Controlled Substances 
Act. However. nothing in these 
Guideline!! restricts the authority of 
agencies to test for alcohol under 
authorities other than E.O. 12564. 

7. Several commentors indicated that 
photo identifications should be required 
at the testing site to ensure that the 
tested individual is propP.rly identified. 
We concur that proper identification 
should be provided by the individuals at 
the test site to assure thtit the correct 
individual will be tested. Since most 
Federal agencies already issue photo 
identification cards to their employee!-! 
;i nd most employees have a driver's 
license with photo identification. it is 
nut unreasonable to require this form of 
identification for individuals presentinR 

themselves for testing. In cases where 
the individual does not have a proper 
photo identification. the collection site 
person must get the employee's 
supervisor. coordinator of the drug 
testing program. or any other agency 
official who knows the employee to 
provide a positive identification 
(2.2([)(2)). 

8. Several commentors suggested that 
toilets, water faucets, and other sources 
of water which could be used as 
adulterants should be taped shut or 
sealed to prevent adulteration of the 
sample at the collection site. The 
Department acknowledges that sources 
of water should not be available which 
would P.nable an individual to adulterate 
the sample. However, there are also 
needs, such as hand washing, for a 
relatively convenient source of water. 
These Guidelines cannot anticipate the 
needs at each collection site and the 
hardship which would be imposed by 
sealing all sources of water at the site. 
However, the proposed and Final 
Guidelines do include in 2.2 precautions 
in specimen collection procedures to 
ensure the integrity and identity of the 
specimen. Because we have taken 
reasonable steps to ensure that 
specimens are not adulterated at the 
collection site and because there are 
practical reasons for having a 
convenient source of water, the Final 
Guidelines do not require that all 
sources of water be ~aped or sealed shut 
but rather require that precautions be 
taken to ensure that unadulterated 
specimens are obtained. Among the 
precautions included in Z.2(f) to. ensure 
unadulterated specimens is a 
requirement to use a bluing agent so that 
the water in the toilet tank and bowl are 
colored blue and that there be no other 
source of water in the enclosure where 
the sampe is given. 

9. Several commentors requested 
more specifi<. guidelines to define 
"unusual behavior" at the urine 
collection site which would give reason 
to believe a particular individual may 
alter or substitute the specimen to be 
provided which. in tum. would trigger 
the requirement to obtain a second 
specimen under direct observation of a 
same gender collection site person (see 
2.2(f)(16)) . The guidelines focus on 
whether there is "reason to believe" (see 
1.2 for definition) that a sample is 
adulterated. Observations of unusual 
behavior may bear on whether there is a 
"reason to believe" and for that reason 
the Guidelines re11uire such 
observations to be documented in the 
pennanent record book. While it may be 
desirable to provide specific 
descriptions of or guidelines to identify 
"unusual behavior." the Department 

cannot foresee or define every 
contingency which might occur. Thus. 
"unusual behavior" is not further 
defined in the Guidelines. 

It should be noted. however, that 
other indicia of "reason to believe" are 
set out in 2.2(f). For example. 2.2([)(12) 
and (13) require a temperature reading 
upon collection of the specimen and 
indicate those temperatures which 
would give rise to a reason to believe 
that a specimen may be altered or 
substituted. Elsewhere the Guidelines 
require the collection site person to 
inspect the sample for unusual color or 
other signs of contaminants (2.2(f)(14)) . 
Likewise. if a collection site person sees 
unusual behavior which causes him or 
her to question the integrity of the 
sample such that it leads to a reason to 
believe that a particular individual may 
alter or substitute the specimen to be 
provided, the Guidelines require that 
such an observation be noted in writing 
in the permanent record book (2.2(f)(B)). 
The Final Guidelines also add a 
requirement that any "reason to 
believe" observation be concurred in by 
a higher level supervisor of the 
collection site person (2.2(f)(23). 

With regard to reason to believe that 
a particular individual may alter or 
substitute the specimen based on the 
specimen's temperature falling outside 
the acceptable range. the Final 
Guidelines pennit an individual to 
volunteer to have an oral temperature 
rea<,iing to provide evidence that the 
temperature of the specimen was 
consistent with the individual's body 
temperature, i.e .. an individual's fever 
could cause an elevation in the 
temperature of the specimen (2.2(f)(13)}. 

10. Several commentors said that if 
the first specimen is- subject to a reason 
to believe that the particular individual 
may alter or substitute the specimen 
which would require a second specimen 
to be collected. the second specimen 
should be collected immediately. The 
Department concurs that the second 
specimen should be collected as soon as 
the need for ii is established. Therefore. 
the Guidelines provide that the second 
specimen shall bP. collected as soon as 
possible whenever there is reason to 
believe that the particular individual 
may alter or substitute the spP.cimen. 
(2.2(f)(16)). 

11. Severa l commentors wanted to 
know the basis fur the choice of cocai ne 
and marijuann as the drugs required to 
be screened by all agencies. The 
requirr.ment that a ll agencies sc reen for 
coca ine and marijuana was based on 
the incidence and preva lence of their 
abuse in the general population and the 
experiences of the Department of 
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Defense and the Department of 
Transportation in screening.their work 
forces. The choice of cocaine and 
marijuana as the only substances for 
which all agencies must test takes into 
account that the predictive value of any 
positive diagnostic test is a function of 
prevalence in the tested population. 
Agencies have also been authorized to 
test for phencyclidine, amphetamines, 
and opiates because their high incidence 
and prevalence in the general 
population may warrant testing of 
particular agency work forces for these 
illegal substances (2.l(a}). 

Federal agency requests for screening 
drugs other than the five authorized in 
these Guidelines must be made in 
writing to the Secretary. The Secretary 
will review the requests on a case-by­
_case basis and make a determination of 
the acceptability of the plans. cutoff 
limits. and testing protocols. The 
Secretary's determination shall be 
limited to the use of appropriate science 
and technology and shall not otherwise 
restrict agency authority to test for drugs 
included in schedules I and II of the 
Controlled Substances Act (2.l(b)). 

12. Several commentors wanted 
clarification of the procedures for the 
Medical Review Officer's (MRO's) 
protocols for performing the review 
function. They also wanted to know if 
individual employees would have an 
opportunity to discuss the Medical 
Review Officer's findings with him or 
her. Procedures for the conduct of the 
medical review function, including a 
handbook to cover the activities of the 
MRO, will be disseminated to all 
Federal agencies. While there is 
agreement that there should be an 
opportunity for some type of medical 
interview between the medical review 
officer and the employee prior to the 
MRO's final decision concerning a 
positive test result. a face-to-face 
interview may not always be feasible or 
possible. For example. they may be in 
widely distant geographic areas. and it 
may be more practical to arrange a 
telephone or teleconference interview 
than a direct meeting. Therefore. we 
have provided for flexibility in the 
mechanism for this communication and 
have sta ted at 2.7(c) that prior to making 
a final decision to verify a positive 
result. the MRO shall give the individual 
employee an opportunity to discuss the 
tes t result with him or her. The Medical 
Review Officer shall not. however, 
consider the results of urine samples 
that are not obtained or processed in 
accordance with these Guidel ines. 

13. Several commentors indica ted tha t 
color blindness measurements for 
laboratory workers were not necessary 

since none of the currently approved 
methodologies involved the use of visual 
color measurements. The requirement . 
that laboratories maintain files which 
include information on employee color 
vision was originally proposed because 
some immunoassay systems have color­
coded components and the reliable 
manipulation of such systems requires 
good color vision. In view of the 
methodologies currently approved in the 
Guidelines, we agree that an across-the­
board requirement to maintain files on 
color blindness is not warranted. 
However, the Department has a more 
general concern that laboratories 
employ individuals who have the ability 
to perform any necessary test 
procedures. Therefore, the Guidelines 
generally provide at 2.3(f) that 
laboratory personnel files shall include 
results of any tests which establish 
employee competency for the position 
he or she holds and provide. as a 
specific example, a test for color 
blindness if the employee will be using 
color coded analytical systems. 
Similarly, the final Guidelines do not 
require that laboratories maintain any 
other medical data about employees 
unless that data would be necessary to 
show the employee's competency to 
perform a specific job function. 

While these Guidelines do not require 
laboratories to maintain general health 
or medical information in employee 
files, they do not preclude a laboratory 
from maintaining such files. What 2.3(f) 
is intended to do is require laboratories 
to maintain sufficient files to show 
employee competency for the position 
he or she holds. 

14. One commentor requested that the 
laboratory notify agency management 
officials of a positive result at the same 
time the Medical Review Officer is 
notified, so that individuals in sensitive 
positions or in positions where they 
could pose a hazard to other individuals 
or the public could be temporarily 
removed from these positions. with no 
punitive action. until after the Medical 
Review Officer had completed the 
review process. After considering both 
the safety implications and the 
employee rights in this type of 
notification, the Department has 
determined that it would be 
inappropria te to report a result before 
the Medical Review Officer has the 
opportunity to review the facts and 
circumstances and make a decision on 
the meaning of the test rr.sults. In 
instances where an agency determines 
that it has a need for immedia te action 
or might have such a need based on its 
mission, the agency should develop a 
mechanism to expedite the review 

process or allow the Medical Review 
Officer to require review of the 
individual's general fitness to continue 
performing a specific function. 
Circumventing the review system would 
abridge necessary protections for 
employees and could result in 
prejudging an individual employee's 
case (2.7) . · 

1S. Several commentors called for a 
medical review board instead of a single 
Medical Review Officer. A primary 
purpose of the Medical Review Officer 
po!!ition is to provide for the privacy and 
confidentiality of the employee's 
personal medical history during the 
course of reviewing positive test results. 
To call together a board which would be 
privy to that private information would 
increase the exposure of the employee's 
medical history to several other 
individuals. Furthermore. the 
Department views the physician in the 
Medical Review Officer's role in 
retaining overall responsibility for 
reviewing and interpreting positive test 
results. There is no restriction on the 
Medical Review Officer's seeking advice 
on an ad hoc or a continuous basis from 
an individual or group if he or she does 
not breach employee confidentiality 
during the course of the review and 
interpretation of the employee's test 
results. Beca.use the Department is 
vitally concerned with maintaining 
confidentiality and privacy and because 
the Medical Review Officer is not now 
limited in seeking advice from persons 
who might have served on the proposed 
medical review board (e.g .. the drug 
program coordinator, employee 
assistance program officials. or any 
other agency employee), the Guidelines 
will continue to call for review by a 
single medical officer rather than a 
board (2.7). 

16. Several commentors requested 
that the term "inexpensive 
immunoassay" to describe the initia l 
test be eliminated since cost should be 
left to the agency and the laboratory and 
techniques other than immunoassay 
should be used to tes t for certain drugs. 
The term .. inexpen~iv e·· was no t 
intended to set s pecifica tions for price: 
tha t is a ma tter for negotia tion bet ween 
the laboratory and the contrac ting 
Federal agency. It was meant to se rve as 
part of a generic description of the 
procedure and purpose of a sc rr.r.ning 
assay. The term. .. initial tes t" has ber.n 
reviseu in 1.2 and doe!! not use the word 
.. inexpensive··. 

17. Severa l commentors indicated that 
mo re speci fic guidelines should br. 
issued to assure the security of tes t 
results whether sent by mai l or by 
electronic means. The Guidelines cla rify 
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that the laboratory must ensure the 
security of data transmission and limit 
access to any data.transmission, 
storage, and retrieval system (2.4(g)(4)). 

18. Several commentors stated that 
indh,iduals should have access to all 
records, data, and documents relating to 
their test results and the ce·rtification of 
the laboratory which performed the 
urine drug test: Section 503 of Pub. L. 
1~71 provides that any Federal 
employee who is the subject of a drug 
test shall, upon written request, have 
access lo any records relating to his or 
her drug test and any records relating to · 
the results of any relevant certification, 
review, or revocation-of-certification 
proceedings. In response to this 
comment the provisions of the statute 
have been set out in a new paragraph at 
2.9. The Department anticipates that 
individuals will be able to obtain 
information about their own test results 
from the agency's Medical Review 
Officer, employee assistance program, 
or other staff person designated by the 
agency. Any other relevant information 
will be made available in accordance 
with the statute. 

19. Several laboratories indicated that 
the monthly statistical summary 
re.quired of the testing laboratories 
would be costly and an excessive 
burden. The Department views the 
monthly data as necessary for several 
purposes including evaluating the 
laboratory testing program. gathering 
statistical data to evaluate the drug 
testing program's effectiveness. and 
providing demographic data on drug use 
by the Federal work force. The 
information will assist in making 
decisions concerning changes in policy 
or program implementation and 
identifying specific programs for 
attention. The Department anticipates 
that the cost of providing the data will 
be built into the contract the laboratory 
signs with each agency. Therefore, 
provision of the data will be a function 
for which the laboratory is duly 
compensated, not an undue cost or 
burden (2.4(gl(6)). 

ZO. One commentor indicated that 
samples for which the initials on the 
specimen Lottie and in the permanent 
record book do not match should not be 
rejected automatically, since that would 
provide an opportunity for individuals to 
attempt to have their specimens rejected 
when they knew the specimens would 
test positive. We have considered the 
fact that individuals might deliberately 
alter their initials in an attempt to have 
their samples rejected. However. we do 
not anticipate that samples should he 
thrown out solely on the basis of 
unmatchP.d initials on the specimen 

bottle and in the permanent record 
book. If unmatched initials provide 
reason to believe that a particular 
individual may have altered or 
substituted the specimen, both the 
proposed and the Final Guidelines 
provide that the specimen be forwarded 
for testing along with a second sample 
obtained as soon as possible after 
reason to believe the individual may 
have altered or substituted the specimen 
is established (2.2(0 (15) and (16)). The 
Final Guidelines ensure the 
identification of the person from whom 
the specimen is collected through the 
requirement for photo identification (see 
2.2(0(2)). In addition, a principal 
responsibility of the collection site 
person is lo gather and verify · 
information on site and to detect any 
problems with the identification of the 
specimen. Until experience in the 
program indicates that misidentified 
samples arising out of unmatched 
initials is a significant problem, the 
Guidelines will require that the 
individual initial the specimen bottle 
and sign the permanent record book to 
certify that the identified sample is the 
one collected from the individual. 

21. One commentor asked if the 
Guidelines apply to Federal contract 
employees. The Guidelines do not apply 
to Federal contract employees: however, 
any agency may require a contractor to 
test its own employees following the 
procedures in the Guidelines by making 
the requirement a term or condition of 
the contract. 

22. One commentor indicated that the 
proposed requirement for signing a 
procedure manual on an aMual basis 
was in conflict with current DHHS 
efforts in the Medicare and CUA 
programs to delete the aMual signing 
requirement and replace it with a 
requirement that the manual be signed 
initially and whenever changes are 
made. We concur with the comment that 
the important factor is that the manual 
be signed by the responsible individual 
whenever a procedure is instituted or 
changed or whenever a new individual 
becomes responsible for the day-to-day 
management of the drug testing 
laboratory. The Guidelines do not 
require annual signing of the procedure 
manual. 

The on-site review of the laboratory 
together with the assignment to an 
individual of the overall responsibility 
for the testing will assure that the 
procedures in the manual are current 
and followed. If the procedures in the 
manual are not current or followed, it is 
an indication that the responsible 
individual is not performing the 

oversight function appropriate to the 
management of the laboratory. 

We have also clarified that the 
individual responsible for the day-to­
day management of the drug testing 
laboratory is the individual responsib,e 
for signing the manual (2.3(a)(5)). It is 
not appropriate for the individual who is 
responsible for day-to-day operations 
and supervision of analysts or for any 
other individual to be delegated this 
responsibility since the manual is the 
vehicle for selection of methodologies. 
and the approval of methodologies is a 
principal reason for requiring the 
individual responsible for day-to-day 
management of the drug testing 
laboratory to possess detailed 
knowledge in the area of toxicology. 

23. One commentor indicated that 
laboratories should be notified when 
they may discard samples. We have 
reviewed the comment and concur that 
the agency should be able to notify the 
laboratory in writing if it determines 
that samples no longer need to be 
retained because no further action is 
pending which will require the samples. 
Both 2.4(g)(8) and 2.4(h) permit the 
agency to instruct or authorize storage 
for less than the period for which there 
is a storage requirement. 

24. Several commentors indicated a 
discrepancy in the periods for 
maintenance of frozen samples in 
storage-1 year in the proposed 
guidelines and 6 months in Appendix 8 
to the proposed guidelines. The time • 
interval in the appendix was in error. 
The Final Guidelines consistently call 
for frozen storage of confirmed positive 
samples for 1 year (2.4(h)l. Note that the 
Appendix has been omitted, although 
pertinent provisions from it are 
integrated in the Final Guidelines. 

25. In response to concern that 
specimens may be misused to test for 
physiological states other than drug 
abuse (e.g .. pregnancy), a provision has 
been added to the Final Guidelines to 
prohibit the specimens collected for 
urine drug testing from being used for 
any other types of analyses unless 
otherwise authorized by law. It is 
important to the integrity and goals of 
the President's program to achieve a 
drug-free work place that any specimens 
collected for that purpose not be 
analyzed or used for inappropriate 
purposes. To ensure that outcome. a 
paragraph has been added a t 2.l(c) 
stating that specimens may be used only 
to test for those drugs included in the 
agency drug-free workplace plan and 
may not be used lo conduct any other 
analysis or test unless the agency is 
authorized by law to perform other 
analyses. 
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26, One commenter indicated that the 
individuals permitted in the "secure test 
area" should include routine service and 
maintenance personnel and that these 
individuals should not require escorts. 
While providing escorts for all 
employees, including service and 
maintenance personnel, may cause 
considerable inconvenience, unless the 
facilities are secured at night and all 
materials locked away with no possible 
access, there is always the potential for 
tampering with the specimens or test 
results. The Guidelines.make no 
provision for routine service and 
maintenance personnel to enter the 
secure test area without an escort 
(2.4(a)). 

27. One commenter suggested that 
collection personnel be provided with 
gloves or other protective garments to 
prevent contamination of t)le personnel 
from the urine. The Department 
encourages a protected work 
environment for collection site 
personnel, including any necessary 
protective garments. Various State and 
Federal guidelines provide for the health 
and safety of employees. Collection 
agents are expected to be aware of and 
to comply with such provisions to 
safeguard their own health and the 
health and safety of employees • . 
However, no requirement was added to 
the Guidelines to require provision of 
protective garments to collection 
penonnel. 

28. One commentor recommended that 
DHHS use its own personnel to 
investigate any quality assurance 
problems which arise with a particular 
laboratory instead of requiring each 
agency to have its own investigative 
staff. Other commentors viewed 
agencies as lacking the in-house 
expertise to perform this analysis, and it 
was not clear to them who in each 
agency should carry out such an 
investigation. The Final Guidelines -
reflect a decision that the Secretary 
(which might include a DHHS contractor 
or DHHS recognized certification 
program) shall assume this investigative 
responsibility and carry out the related 
coordinating activities. A coordinating 
mechanism within the National Institute 
on Drug Abuse (NIDA) will ensure that 
all agencies are aware of problems with 
any given laboratory. Conducting 
investigations and coordinating findings 
through □HHS will eliminate the need to 
provide a more complex mechanism for 
agencies to notify each othrr about 
laboratory performance (Z.~(d)(4)). 

29. Several commentors ~aid that the 
format for reporting employee drug test 
results was not sufficiently clear and 
that while there was a discussion of the 

mechanism for reporting performance 
test results, there was no comparable 
discussion on reporting employee test 
results. 2.4(g). Reporting Results. 
clarifies that laboratories will not i:eport 
quantitation on test results but will 
report whether a result is positive or 
negative and that this is indicative of a 
result being above ·or below a particular 
cutoff limit. A negative report does not 
signify the absence of a particular drug 
or metabolite but only that the particular 
drugs or metabolites screened for were 
not detected at a specified concentration 
(i.e., cutoff level). 

Quantitation will not be reP.orted to 
the agency for confirmed positive 
reports in order to provide for identical 
reporting by the laboratory of 
performance test specimens and 
employee specimens. However, 
quantilation may be obtained by the 
Medical Review Officer on request from 
the laboratory. In the case of the · 
opiates, we have indicated that the 
particular opiate to be reported will 
depend on the amounts of morphine and 
codeine detected by the confirmation 
test. We have included the reporting 
scheme in the scientific and technical 
requirements as well as in the revision 
of the requirements for reporting · 
performance test results (2.4(g), 3.11 
which cross-references 2.4(g), and 
3.17(0), 
· 30. The Final Guidelines attempt to 
clarify the purpose of the certification. 
program, since the comments reflect 
uncertainty as to what certification 
implies and what would be surveyed in 
the process of certifying a laboratory. 
Subpart C permits DHHS to recognize 
;ertificatlon programs run by other · 
organizations. These programs may be 
private accrediting organizations that 
are recognized by the Secretary to 
determine whether laboratories meet the 
Guideline requirements. Any laboratory 
accredited by these organizations in 
accordance with these Guidelines is 
deemed to be a certified laboratory, thus 
making it eligible to perform urine drug 
testing for Federal agencies. □HHS is 
contemplating publishing standards for 
recognition of private accrediting 
organizations in the near future . 

The provisions of Subpart C apply to 
any laboratory which has or seeks a 
contract to perform. or otherwise 
performs urine drug testing for Federal 
agencies under a drug testing program 
conducted under E.O. 12564. Only 
certified laboratories will be authorized 
to perform urine drug testing for Federal 
agencies. HowevP.r. in order to create a 
pool of qualified laboratories to bid on 
agency contracts to perform such 
testing. the Secretary may certify 

laboratories as contract eligible that 
meet the requirements of Subpart C. 
This pool of qualified laboratories will 
lead to competitive pricing and better 
services for Federal agencies. 

The certification process will be 
limited to the five classes of drugs 
(2.l)(a) (1) and (2)) and the methods (2.4 
(e) and (Ol specified in these Guidelines. 
The laboratory will be surveyed and 
performance tested only for these 
methods and drugs. Certification of a 
laboratory indicates that any test result 
reported by the laboratory for the 
Federal Government meets the 
standards in these Guidelines for the 
five classes of drugs using the methods 
specified herein. The Guidelines require 
that a certified laboratory must inform 
its non-Federal clientele when testing 
procedures are to be those specified by 
these Guidelines. Non-Federal 
purchasers are free to bargain with a 
certified laboratory for any standards 
they may deem appropriate. 

31. The Guidelines delete the checklist 
in Appendix B of the proposed 
certification standards. The checklist 
was initially intended to provide a tool 
for the inspectors of laboratories to use 
in conducting their on-site inspections 
and to enumerate the standards 
contained in the section on the 
certification program published in the 
Federal Register. However, there was 
confusion regarding wh_ether the 
checklist represented an additional or 
different set of requirements. Relt!!vant 
portions of the checklist have been 
integrated in the Guidelines. The 
checklist itself will be revised to 
correspond to the requirements in the 
Guidelines and will be made available 
to laboratories by the DHHS-recognized 
certification program(s). 

32. Several commentors asked that the 
specific criteria used by the group(s) 
who will perform the certification 
function for the Department be detailed 
in these Guidelines. In response. the 
Guidelines include a new section 
explaining how performance testing will 
be evaluated for initial· certification as 
well as for previously certified 
laboratories (3.19 (a) and (bl). All major 
aspects of the certification program. 
including personnel and quality 
assurance and quality control 
requirements. are included in Subpart C 
of these Guidelines. With the addition of 
3.19 (a) and (b), we believe the 
Guidelines are appropriately specific 
and there is no need to include 
additional detail in the Guidelines 
concerning the certification process. 

33. Some commentors indicated that 
the number of blind performance test 
samples required to be run by the 
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laboratories (i.e., 1.000] for initial 
certification and (i.e .• 250 per quarter) · 
for continuing certification was 
excessive and would be too costly. The 
commentors also lndicated that it was 
not clear whether the laboratory or the 
submitting organization would bear the 
cost of the samples and if it were 
necessary for each submitting 
organization to submit this number of 
samples to each laboratory. In response 
to the comments, we have revised this. 
section to indicate that each agency 
shall submit blind performance test 
specimens to each laboratory it 
contracts with in the amount of at least 
SO.percent of the total number of 
samples submitted (up to a maximum of 
500 samples) during the initial 90-day 
period of program implementation and a 
minimum of 10 percent of all samples (to 
a maximum of 250) submitted per 
quarter thereafter. The Final Guidelines 
also clarify that approximately 80 
percent of the blind performance test 
samples are to be blank (i.e .• certified to 
be drug free) and the remaining samples 
are to be positives (2.52(d)(3) and 3.7). 
The cost of the blind performance test 
samples will be borne by the submitting 
agency. 

34. Several commentors requested 
corrective action and reanalysis of 
previously run specimens in the case of 
discovered laboratory administrative 
error. They also requested that the union 
and all employees who tested positive 
be notified of the error in writing. The 
recommendation was to notify all 
employees with positive results who 
were tested between the time of 
resolution of the error and th~ preceding 
cycle of correct results. In the case of an 
administrative error, there are no plans 
to automatically have alt specimens 
retested. The decision on whether to 
retest will be dependent on the type and 
extent of the error. For-example. if a 
single employee's test results were 
transcribed lncorrectly, nothing would 
be gained from rerunning all the 
specimens in a given timeframe since it 
would not change the values attributed 
to the specimens. If an error occurred 
such that it was not clear whose 
specimen was being tested and which 
results belonged to which specimen, this 
would require retesting of the group for 
~ hich the values where uncertain and 
fur those analytes for which the values 
were uncertain. However. it would be 
unproductive to require the automatic 
r cte~ting of all specimens for any error. 

Agency policy .under which 
inuividuals are notified of errors will 
depend on the circumstances. If the 
error is corrected before the results are 
rei,orted to any employee, it is 

unnecessary to notify each employee 
that an error was discovered and 
subsequently corrected. If a discovered 
error affects an employee after results 
have been reported, the Medical Review 
Officer will be notified and the affected 
employee will also be notified through 
the appropriate mechanisms established 
by each agency. 

35. Several commentors indicated that 
the laboratory contract should be 
suspended if the laboratory committed 
the same administrative error twice and 
that the designated reviewing official's 
discretion to continue a laboratory in 
the program should be more limited or 
more clearly defined. The Department 
has reviewed the comments concerning 
the point at which a contract should be 
suspended because of an administrative 
error and submits that the current policy 
allows sufficient flexibility and 
protection to the employee and the 
laboratory and that it should not be 
changed. There are no circumstan·ces 
under which administrative or human 
error can be entirely eliminated. The 
major assurance of accuracy in the 
overall program is the series of checks 
to assure that such errors are detected 
and corrected. The reviewing official 
has been given the necessary flexibility 
and definition of authority to make the 
appropriate technical and program 
judgments concerning the status of each 
facility and to assure that reasonable 
and responsible decisions are made. 
Nevertheless. the Final Guidelines add 
several features to put greater 
responsibility on the individual 
responsible for the day-to-day 
management of the drug testing 
laboratory for the quality assurance 
program and ensuring that quality 
assurance procedures are followed. 
These Guidelines also more clearly 
describe what constitutes a quality 
assurance and quality control program 
to detect and correct errors (2.5) and a 
program of performance testing (3.17-
3.19). 

We have chosen not to include a 
formal definition of administrative or 
clerical error in the Guidelines as was 
suggested. Among the errors to which 
either term refers are incorrect 
transcription of test results or errors in 
recording specimen identities. i.e .. errors 
that are not due to the analysis of the 
specimens with regard to analytical 
accuracy. precision. interpretation of 
test results. or calibration of equipment. 
Clearly analytical errors are not 
considerr.d "administrative." While it is 
not possible to write guidelines that 
cover every possibility, at no place in 
these Guidelines are incorrect analyses 
considered administrative error hut 

rather ar-e consistently treated as a basis 
for prompt action against the laboratory 
by the responsible officials. 

36. Several commentors indicated that 
laboratory inspections should be 
conducted unannounced and that union 
~epresentatives shQuld be permitted to 
accompany the inspection teams. The 
Guidelines neither require nor prohibit 
unannounced inspections. They 
contemplate that agencies will. through 
their contract with a certified 
laboratory, specify the terms and 
conditions of inspections in accordance 
with the requirements in the Guidelines. 
If individuals other than mP.mbers of the 
inspection team were entitled to 
accompany the inspectors. it would 
significantly complicate coordination 
and conduct of the inspections. More 
importantly. we see additional 
participants in the inspection as 
inhibiting the laboratory's freedom to 
provide complete cooperation out of 
concern for protecting proprietary 
information. While some laboratories 
may be willing to provide escorted tours 
to union officials to illustrate the quality 
of their processes. the Guidelines do not 
establish a right for union officials to 
participate in inspections incident to 
certification of laboratories under these 
Guidelines (2.4(1) and 3.20). 

37. One commentor indicated that any 
of the five general factors indicated in 
3.13(b) as a possible basis for revocation 
in the certification requirements should 
inevitably lead to revocation without 
any further determination that the 
revocation is "necessary." The issue of 
how many potential grounds for 
revocation are necessary to determine 
that revocation of a laboratory is 
necessary was considered when the list 
of grounds was developed. The 
Department views the nature and 
seriousness of the facts concerning the 
grounds for revocation as factors to be 
weighed in deciding to revoke a 
certification. It is difficult and would not 
contribute to the maintenance of hi3h 
quality testing standards to develop a 
priori statements about the magnitude pf 
an offense or a combination of 
violations and to formulate necessarv 
actions in respon~e to each possible · 
violation of the provisions of 3.13. All 
five factors listed are considered serious 
violations of these certification criteria. 
and it is not necess<1ry for more than 
one factor to be violated to take action 
against a laboratory. However. the 
Guidelines retain the tle"ibility fur the 
Secretary to Jetermine that revocation 
is necessary lo ensure the full reliability 
und accuracy of drug tests anu the 
accurate reporting of test results 
(3.1:l(bl). 
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38. Several commentors indicated that 
when a laboratory fails a performance 
test it would be inordinately expensive 
(especially in high volume laboratories) 
to retest all samples since the last 
performance test the laboratory passed 
and to test for all analytes rather than 
for the one analyte for which the 
laboratory had failed performance 
testing. The reason for retesting all 
positive samples since the last 
successful performance test is that the 
quality of the test results has been 
called into question .. In order to verify 
test results for the period between a 
successful performance testing and the 
failed testing, it will be necessary to 
retest all specimens tested positive for 
which an incorrect analysis may have 
been performed. It is not routinely 
necessary to retest for all analytes but 
only for those on which the laboratory 
failed its performance testing. However, 
the laboratory may be required to test 
for other analytes if the performance 
test failure reflects broader problems 
(3.19(bl(l)(vl). 

39. Several commentors indicated that . 
performance testing every other month 
is excessive and that quarterly testing 
would be sufficient to assure the quality 
of the testing. Others indicated that 

-fewer challenges per shipment would be 
adequate to determine the quality of the 
laboratory. Still other individuals stated 
that the limits for acceptable 
performance on performance tests were 
too high in terms of the concentrations 
used. Others said that the grading 
criterion of failure based on one false 
positive was too strict. We have 
reviewed the concerns that bimonthly 
performance testing is excessive and 
maintain that the use of performance 
tests is a valid outcome measure of 
performance and will assist in the 
evaluation of quality of the laboratory 
performance. If future experience with 
the program indicates that a lesser 
frequency will assure the quality of the 
testing, we will revise the frequency and 
the number of specimens accordingly. 
Relatively frequent performance testing 
reduces the time period for which 
samples may have to be rerun in case of 
performance test failure (3.17). 

To the extent that the Guidelines 
amended the cutoff limits fo r drugs for 
which employees may be tested for 
consistency with those currently used 
by the Department of Defense. ii was 
necessary to modify the values of the 
various performance test samples 
correspondingly. We have clarified that 
a laboratory must achieve an ovP.rall 
grade of 90 percent on the first three 
cumulative shipments of performance 
tests and that if such a poor grade is 

obtained on the first or second challenge 
that a laboratory cannot achieve an 
overall grade of 90 percent on the three 
successive performance test challenges, 
then the laboratory will fail at that 
point. Laboratories already in the 
program must achieve a grade of 90 
percent on each shipment of 
performance testing. It was unclear in 
the proposed notice whether the grade 
of 90 percent referred only to the 
positive samples. We intend that the 90 
percent refer only to positive samples, 
since any negative sample giving rise to 
a false positive would be the basis for 
automatic disqualification for initial 
certification. It also was unclear 
whether the 90 percent referred to 
performance on all drugs in the 
shipment, not on each drug tested. We 
have clarified the Guidelines in both 
these areas. We adopted a strategy 
requiring 90 percent for all drugs 
because it is not always feasible to have 
a sufficient number of challenges for 
each drug in each shipment to avoid a 
single failure on a drug leading to a 
failing grade of less than 90 percent 
(3.19(b )(2)). 

40. Some commentors thought 
laboratories should be required to notify 
all users if their certification was 
revoked. Since the requirements in these 
Guidelines only apply to certification for 
Federal drug testing programs. it would 
be inappropriate to require laboratories 
to notify non-Federal users of revocation 
or suspension. 

41. We have not adopted the . 
recommendations that any changes in 
the Guidelines be accomplished by 
publication of a notice, review of 
comments, and then publication of final 
changes. (Section 503 of Pub. L. 100-71 
required such steps for initial 
development of these Guidelines.) The 
time required for this process would not 
permit rapid adjustment to changes in 
technology. Accordingly. the Guidelines 
retain the provision permitting final 
revision of these Guidelines bv 
publication of a notice in the Federal 
Register (1.3). 

42. One commenlor suggested that 
only positive tests be certified as to 
accuracy and validity before reporting. 
Although this practice would reduce 
paperwork. it does not reflect the 
potentia l impact on public safety of false 
negative results. The Guidelines 
continue to require that negative results 
be reviewed carefully and atte!lted to by 
the proper officials in the same way as 
positive results (2.4(g)). 

43. One commentor wanted us to 
specify the time the individual 
responsible for day-to-day management 
must spend in ihe laboratory. No ch1tnge 

has been made in the Guidelines. The 
critical factor here is the quality of the 
work and not the absolute number of 
hours spent. The Department views the 
use of outcome measures of 
performance for the laboratory as more 
effective in assuring accurate and 
reliable test results than attempting to 
set hours for the responsible individual 
particularly in view of the qualifications 
which the Guidelines set for the 
individual responsible for day-to-day 
management of the drug testing 
laboratory. 

44. The criterion for retesting 
specimens (i.e., those being challenged) 
was clarified to indicate that in 
performing a retest the laboratory must 
confirm the presence of the substance 
but does not have to confirm that it is 
present above the cutoff level. Since the 
drug levels may deteriorate with time, it 
is only necessary to show that the drug 
(or its metabolite) is present to 
reconfirm its presence during retesting 
(2.4(il). . 

45. A provision has been added to the 
Guidelines requiring that laboratories be 
capable of testing for at least the five 
classes of drugs specified in the 
Guidelines. The laboratories are being 
required to possess the flexibility to test 
for all the specified classes of drugs in 

· order to assure that they have a 
sufficient range of capabilities to 
respond to the agencies' testing 
protocols. including testing for 
reasonable suspicion (3.4). 

46. Several Federal agencies 
commenting on the proposed guidelines 
sought waivers of particular provisions 
in reliance on the original Scientific and 
Technical Guidelines issued February 
13, 1987, which provided that, "Agencies 
may not deviate from the provisions of 
these Guidelines without the written 
approval of the Secretary, Health and 
Human Services or his designee." This 
waiver statement. which was not 
explicit in the proposed guidelines, is 
included at 1.l(f}. Absent such a waiver. 
these Guidelines represent the exclusive 
standard for urinalysis testing and 
agencies may not deviate from these 
established procedures. 

In order to clarify that the laboratory 
certification standards apply to 
laboratories which have or seek 
certification to perform urine drug 
testing for Federal agencies, a para!lraph 
was added to the applicability section. 
1.l(c). stating that ~ubpart C of the 
Guidelines applies to dny laboratory 
which has or seeks such certification 
and that certification is required to 
perform urine drug testing for F'ederal 
agencies. 
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Section 4(d) of E.O. 12564 states that 
··agencies shall conduct their drug 
testing prugrams in accordance with 
• • • [scientific and technical) 
guidelines" promulgated by the 
Secretary of Health and Human 
Services. Since the Guidelines impose 
mandatory requirements on a 
Government-wide basis. they are 
exempt from the duty to bargain under 
section 7117(a)(1) of the Federal Service 
Labor-Management Relations Statute. 

Information Collection Requirement.s 

Information collection and 
recordkeeping requirements which 
would be imposed on laboratories 
engaged in urine drug testing for Federal 
agencies concern quality assurance and 
quality control; security and chain of 
custody: documentation; reports; 
performance testing; and inspections as 
set out in 3.7, 3.8, 3.10, 3.11, 3.17, and 
3.20. To facilitate ease of use and 
uniform reporting, standard forms have 
been developed for chain of custody 
records and the permanent record books 
as referenced in 2.2(c) and (f). 

The information collection and 
recordkeeping requirements contained 
in these Final Guidelines have been 
approved by the Office of Management 
and Budget under section 3504(h) of the 
Paperwork Reduction Act of 1980 and . 
have been assigned control number 
09300130, approved through April 30, 
1989. 

Date: April 1, 1988. 

Robert E. Windom, 

Assistant Secretary fur Health. 
Date: April 1. 1988. 

Otis R. Bowen, 
Secretary. 

These Final Mandatory Guidelines are 
hereby adopted in accordance with 
Executive Order 12564 and section 503 
of Pub. I.. 100-71 as set forth below: 

MANDATORY GUIDELINES FOR 
FEDERAL WORKPLACE DRUG 
TESTING PROGRAMS 
Subpart A-General 

1.1 Applicability. 
1.2 Definitions. 
1.3 FuturP. Revisions. 

Subpart B--Scientific and Technical 
Requirements 
: .1 The Dru~s. 
2.2 Specimen Collection Procedures. 
2.3 Laboratory Personnel. 
Z.4 Laboratory Analy~is Procedures. 
2.5 Quality i\ssurance and Quality Control. 
2.6 Interim Certification Procedures. 
2.7 RP.portin~ and Review of Results. 
Z.8 Protection of EmployP.e R,icords. 
2.9 Individual Access to Test and 

L.iboratory Certification Results. 

Subpart C-Cartification of Laboratories 
Engaged in Urine Drug Testing for Federal 
Agencies 
3.1 Introduction. 
3.2 Goals and Objectives of Certification. 
3.3 General Certification Requirements. 
3.4 Capability to Test for Five Classes of 

Drugs. 
3.5 Initial and Confirmatory Capability at · 

Same Site. 
3.6 Personnel. 
3.7 Quality Assurance and Quality Control. 
3.8 Security and Chain of Custody. 
3.9 One• Year Storage for Confirmed 

Positives. 
3.10 Documentation. 
3.11 Reports. 
3.12 Certifica lion. 
3.13 Revocation. 
3.14 Suspension. 
3.15 Notice: Opportunity for Review. 
3.16 Recertification. 
3.17 Performance Test Requirement for 

Certification. 
3.18 Performance Test Specimen 

Composition. 
3.19 Evaluation of Performance Testing. 
3.20 Inspections. 
3.21 Results of Inadequate Performance. 

Authority: E.O. 12564 and sec. 503 of Pub. L. 
100-71. 

Subpart A-General 

1.1 Applicability. 
(a) These mandatory guidelines apply . 

to: 
(1) Executive Agencies as defined in 5 

U.S.C.105: 
(2) The Uniformed Services, as 

defined in 5 U.S.C. 2101 (3) (but 
excluding the Armed Forces as defined 
in 5 U.S.C. 2101(2)); 

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

(b) Any agency or component of an 
agency with a drug testing program in 
existence as of September 15, 1986, and 
the Departments of Transportation and 
Energy shall take such action as may be 
necessary to ensure that the agency is 
brought into compliance with these 
Guidelines no later than 90 days after 
they take effect. except that any judicial 
challenge that affects these Guidelines 
shall not affect drug testing programs 
subject to this paragraph. 

(c) Except as provided in 2.6, Subpart 
C of these Guidelines (which establishes 
laboratory certification standards) 
applies to any laboratory which has or 
seeks certification to perform urine drug 
testing for Federal u~encies under a dru~ 
testing program conducted under E.O. 
12564. Only laboratories certified under 
these standards are authorized to 
perform urine drug testing for Federal 
agencies. 

(d) The Intelligence Communi :y. as 
defined by Executive Order No. 12333. 
shall be subject to these Guidelines only 
to the extent agreed to by the head of 
the affected agency. 

(e) These Guidelines do not apply to 
drug testing conducted under legal 
authority other than E.O. 12564. 
including testing of persons in the 
criminal justice system, such as 
arrestees. detainees. probationers, 
incarcerated persons, or parolees . 

(f) Agencies may not deviate from the 
provisions of these Guidelines without 
the writtc::1 approval of the Secretary. In 
requesting approval for a deviation, an 
agency must petition the Secretary in 
writing and describe the specific 
provision or provisions for which a 
deviation is sought and the rationale 
therefor. The Secretary may approve the 
request upon a finding of good cause as 
determined by the Secretary. 

1.2 Definitions. 

For purposes of these Guidelines the 
following definitions are adopted: 

Aliquot A portion of a specimen used 
for testing. 

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

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

Collection Site Person A person who 
instructs and ·assists individuals at a 
collection site and who receives and 
makes an initial examination of the 
urine specimen provided by those 
individuals. A collection site person 
shall have successfully completed 
traininl! to carry out this function. 

Confirmatory T~st t\ scr.ond 
analytical procedure to identify the 
prP.sence of a specific drug or metabolit e 
which is independent of the initial test 
and which uses a different technique 
and chemical principle from that of the 
intitial test in order to ensure relicibility 
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and accuracy. (At this time gas 
chromatography/mass spectrometry 
(GC/MS) is the only authorized 
confirmation method for cocaine, 
marijuana, opiates, amphetamines, and 
phencyclidine.) 

Initial Test (also known as Screening 
Test) An immunossay screen to 
eliminate "negative" urine specimens 
from further consideration. 

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

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

Reason to Believe Reason to believe 
that a particular individual may alter or 
substitute the urine specimen as 
provided in section 4(c) of E.O. 12564. 

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

1.3 Future Revisions. 

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

Subpart B-Scientific and Technical 
Requirements 

2.1 The Drugs. 

(a) The President's Executive Order 
12564 defines "illegal drugs" as those 
included in Schedule I or 11 of the 
Controlled Substances Act (CSA), but 
not when used pursuifnt to a valid 
prescription or when used as otherwise 
authorized by law. Hundreds of drugs 
are covered under Schedule I and II and 
while it is not feasible to test routinely 
for all of them. Federal drug testing 
programs shall test for drugs as follows: 

(1) Federal agency applicant and 
random drug testing programs shall at a 
minimum test for marijuana and 
coc-aine: 

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

(3) When conducting reasonable 
suspicion, accident, or unsafe practice 
testing, a Federal agency may test for 
any drug listed in Schedule I or II of the 
CSA. 

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

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

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

.2.2 Specimen Collection Procedures. 
(a) Designation of Collection Site. 

Each agency drug testing program shall 
have one or more designated collection 
sites which have all necesaiµ-y 
personnel, materials, equipfnent. 
facilities, and supervision to provide for 
the collection, security, temporary 
storage, and shipping or transportation 
of urine specimens to a certified drug 
testing laboratory. 

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

(c) Chain of Custody. Chain of 
custody standardized forms shall be 
properly executed by authorized 
collection site personnel upon receipt of 
specimens. Handling and transportation 
of urine specimens from one authorized 
individual or place to another shall 
always be accomplished through chain 
of custody procedures. Every effort shall 
be made to minimize the numucr of 
persons handling specimens. 

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

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

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

(f) Integrity and Identity of Specimen. 
Agencies shall 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 book can identify the 
individual from whom the specimen was 
collected. The following minimum 
precautions shall be taken to ensure that 
unadulterated specimens are obtained 
and correctly identified: 

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

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

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

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

(5) The individual shall be ins truct ed 
to wash and dry his or her hands prior 
to urina lion. 

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

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

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

(9) In the exceptional event that an 
agency-designated collection site is not 
accessible and there is an immediate 
requirement for specimen collection 
(e.g .. an accident investigation), a public 
rest room may be used according to the 
following procedures: A collection site 
person of the same gender as the 
individual shall accompany the 
individual into the public rest room 
which shall be made secure during the 
collection procedure. If possible. a toilet 
bluing 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 · 
specimen is collected. If no bluing agent 
is available to deter specimen dilution, 
the collection site person shall instruct 
the individual not to flush the toilet until 
the specimen is delivered to the 
collection site person. After the 
collection site person has possession of • 
the specimen, the individual will be 
instructed to flush the toilet and to 
participate with the collection site 
person in completing the chain of . 
custody procedures. 

(10) Upon receiving the specimen from 
the individual, the collection site person 
shall determine that it contains at least 
60 milliliters of urine. If there is less than 
60 milliliters of urine in the container. 
additional urine shall be collected in a 
separate container to reach a total of 60 
milliliters. (The temperature of the 
partial specimen in each separate 
container shall be measured in 
accordance with paragraph (D(12) of this 
section. a'nd the partial specimens shall 
be combined in one container.) The 
individual may be given a reasonable 
amount of liquid to drink for this 
purpose (e.g., a glass of water). If the 
individual fails for any reason to 
provide 60 milliliters of urine. the 
collection site person ~hall contact the 
appropria te authority to obta in guidance 
on the action to be taken. 

(11) After the specim1m has been 
provided and submitted to th e c:o ll ec: tion 
site person, the indi vidual 8ha ll be 
allowed to wash his or her hands. 

(12) Immedia tely after the speci men is 
collected. the collec tion site person sha ll 
measure the temperature of the 
specimen. The tempera turP. measuring 
device used must accurately rellect the 
temperature of the specimen and nut 

contaminate the specimen, The time 
from urination to temperature 
measurement is critical and in no case 
shall exceed 4 minutes. 

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

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

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

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

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

(18) The collection site person and the 
individual shall be present at the same 
time during procedures outlined in 
paragraphs (f}((19)-(f)(22) of this section. 

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

(20) The individual shall initial the 
identification label on the specimen 
bottle for the purpose of certifying tha t it 
is the specimen collec ted from him or 
her. 

(21 ) The co ll ec tion si te person sha ll 
enter in the permanent record hook all 
information i<lent ifyi ng the specimen. 
The collec tion sit e persun shall sign the 
permanent record book next to the 
identifying information. 

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

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

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

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

(26) While any part of the above 
chain of cust_ody procedures is being 
performed, it is essential that the urine 
specimen and custody documents be 
under the control of the involved 
collection site person. If the involved 
collection site person leaves his or her 
work station momentarily. the specimen 
and custody form shall be taken with 
him or her or shall be secured. After the 
collection site person returns to the 
work station, the custody process will 
continue. If the collection site person is 
leaving for an extended period of time. 
the specimen shall be packaged for 

' mailing before he or she leaves the site. 
{g) Collection Control. To the 

maximum extent possible, collection site 
personnel shall keep the individual's 
specimen bottle within sight both before 
and after the individual has urinated. 
After the specimen is collected, it shall 
be properly sealed and labeled. An 
approved chain of custody form shall be 
used for maintaining control and 
accountability of each specimen from 
the point of collection to fina l 
disposition of the specimen. The da le 
and purpose shall be documented on an 
approved chain of custody fo rm each 
time a specimen is handleJ or 
transferred and every individua l in the 
cha in shall be identi fi ed. Eve rv P.ffort 
sha ll be made to minimize the· nu mber of 
persons handling speci mens. 

(hi Tran.~portation to l o boroto r_v. 
Collection site personnel sha ll arrange 
to ship the collec ted speci m1!ns to the 
drug tes ting la boratory. The specimens 
sha ll be placed in containe rs designed to 
min imize the possibi lity of da mage 
during shipment. tor e:<a rnp le. specimen. 
boxes ur padded mailers: and thosP. 
conta iners sha ll be securely sP.aled to 
elimina te the possibility of undetected 
tnmpering. On the tap•! Sfrn lin!! thP. 
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container, the collection site supervisor 
shall sign and enter the date specimens 
were sealed in the containers for 
shipment. The collection site personnel 
shall ensure that the chain of custody 
documentation is attached to each 
container sealed for shipment to the 
drug testing laboratory. 

2.3 Laboratory Personnel. 

{a) Day-to-Day Management. 
(1) The laboratory shall have a 

qualified individual to assume 
professional, organizational, 
educational, and administrative 
responsibility for the laboratory's urine 
drug testing facility. 

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

(i) Certifica tion as a laboratory 
director by the State in forensic or 
clinical laboratory toxicology; or 

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

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

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

(A) Appropriate experience in 
analytical forensic toxicology including 
experience with the analysis of 
biological material for drugs of abuse, 
and 

(B) Appropriate training and/or 
experience in forensic applications of 
analytical toxicology, e.g., publications, 
court testimony, research concerning 
analytical toxicology of drugs of abuse, 
or other factors which qualify the 

. individual as an expert witness in 
forensic toxicology. 

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

(4) This individual shall be 
responsib le for ensuring tha t there are 
enough personnel with adequa te 
tra ining and experience to supervise and 
conduct the work of the drug testing 
labora tory. He or she sha ll assure the 
continued competency of la boratory 
pr.rsonnel by documr.nting their 
inservice training, reviewing their work 
performance. and verifying their skills. 

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

(6) This individual shall be 
responsible for maintaining a quality 
assurance program to assure the proper 
performance and reporting of all test 
results: for maintaining acceptable 
analytical performance for all controls 
and standards; for maintaining quality 
control testing; and for assuring and 
documenting the validity, reliability, 
accuracy, precision, and performance 
characteristics of each test and test · 
system. . 
· (7) This individual shall be 

responsible for taking all remedial 
actions necessary to maintain 
satisfactory operation and performance 
of the laboratory in response to quality 
control systems not being within 
performance specifications, errors in 
result reporting or in analysis of 
performance testing results. This 
individual shall ensure that sample 
results are not reported until all 
corrective actions have been taken and 
he or she can assure that the tests 
results provided are accurate and 
reliable. 

{b) Test Validation. The laboratory's 
urine drug testing facility shall have a 
qualified individual(s) who reviews all 
pertinent data and quality control 
results in order to attest to the validity 
of the laboratory's test reports. A 
laboratory may designate more than one 
person to perfonn this function. This 
individual(s) may be any employee who 
is qualified to be responsible for day-to­
day management or operation of the 
drug testing la boratory. 

{c) Day-to-Day Operations and 
Supervision of Analysts. The 
laboratory's urine drug testing facility 
shall have an individual to be 
responsible for day-to-day operations 
and to supervise the technical analysts. 
This individual(s ) sha ll have a t least a 
bachelor's degree in the chemical or 
biological sciences or medical 
technology or equivalent. He or she 
shall have training and experience in the 
theory and practice of the procedures 
used in the laboratory, resulting in his or 
her thorough understanding of quality 

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

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

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

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

2.4 Laboratory Analysis Procedures. 

{a) Security and Chain of Custody. (1) 
Drug testing laboratories shall be secure 
at all times. They shall have in place 

. sufficient security measures to control 
accesa to the premises and to ensure 
that no ~authorized persoMel handle 
specimens or gain access to the 
laboratory processes or to areas where 
records are stored. Access to these 
secured areas shall .be limited to 
specifically authorized individuals 
whose authorization is documented. 
With the exception of personnel 
authorized to conduct inspections on 
behalf of Federal agencies for which the 
laboratory is engaged in 1,1rine testing or 
on behalf of the Secretary. all authorized 
visitors and maintenance and service 
personnel shall he escorted at all times. 
Documentation of individuals accessing 
these areas, dates. and time of entry and 
purpose of entry must be maintained. 

(2) Laboratories shall use chain of 
custody procedures to ma inta in control 
and accountability of specimens from 
receipt through completion of testing. 
reporting of results, during storage. and 
continuing until final disposition of 
specimens. The date and purpose shall 
be documented on an appropria te chain 
of custody form each ti me a speci men is 
handled or transferrr.<l . and eve rv 
indi vidual in the chain shill! be · 
identified. Accordingly, authorized 
technicians shall he responsible fo r each 
urine specimen or al iquo t in thr.i r 
possr.ssion and sha ll si~n and complete 
chain of custody forms for· those 
specimens or a liquots as they are 
receivt!d. 
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(b} Receiving. (1) When a shipment of 
specimens is received. laboratory 
personnel shall inspect each package for 
evidence of possible tampering and 
compare information on specimen 
bottles within each package to the 
information on the accompanying chain 
of custody forms. Any direct evidence of 
tampering or discrepancies in the 
information on specimen bottles and the 
agency's chain of custody forms 
attached to the shipment shall be 
immediately reported to the agency and 
shall be noted on the laboratory·s chain 
of custody form which shall accompany 
the specimens while they are in the 
laboratory's possession. 

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

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

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

(e} Initial Test. (1) The initial test 
shall use an immunoassay which meets 
the requirements of the Food and Drug 
Administration for commercial 
distribution. The following initial cutoff 
levels shall be used when screening 
specimens to determine whether they 
are negative for these five drugs or 
classes or drugs: 

ln1t1al 
lest 
level 

(ng / ml) 

Mari1uana mel~bohtes .. ..... .. .. ...... ....... .... ... ... .. . I 01) 
Cocaine metabolites .... ........ .. ..... .... .. .. .. .. .... .. JOO 
Opiate metabolite& ....... ... ............................. .. . 1 JOO 
Phencychd1ne ...... ...... .. ... ...................... ... ... ... ... 25 
Amphetamines. .... .... .. .. .. ...... ... .. .. ... ..... ... ... ....... t .000 

'25ng/ml 1f ,mmunoassay specific for lree mor• 
ph1ne. 

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

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

Confirma­
tory test 

level (ng/ 
ml) 

Marijuana metabolite 1 ...... .. .. .. .. ...... ...... .... . ... 15 
Cocaine metabolite• .............................. _.... 150 
Opiates: 

Morphine ............................................. _.. • 300 
Codeine .................................................. • 300 

Phencyclidine................................................. 25 
Amphetamines: 

Amphetamine......................................... 500 
Methamphetamine .................. ~............. 500 

1 Oelta-9-tetrahydrocannabinol-9-cart>o11Ylic acid. 
• Benzoytecgonine. 

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

(g) Reporting Results. (1) The 
laboratory shall report test results to the 
egency·s Medical Review Officer within 
an average of 5 working days after 
receipt of the specimen by the 
laboratory. Before any test result is 
reported (the results of initial tests. 
confirmatory tests. or quality control 
data), it shall be reviewed and the test 
certified as an accurate report by the 
responsible individual. The report shall 
identify the drugs/metabolites tested 
for, whether positive or negative, and 
the cutoff for each, the specimen number 
assigned by the agency, and the drug 
testing laboratory specimen 
identification number. The results 
(positive and negative) for all ~pecimens 
submitted at the same time to the 
laboratory shall be reported hack to the 
Medical Review Officer at the same 
time. 

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

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

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

(5) The laboratory shall send only to 
the Medical Review Officer a certified 
copy of the original chain of custody 
form signed by the individual 
responsible for day-to-day management 
of the drug te'lting laboratory or the 
individual responsible for attesting to 
the validity of the test reports. 

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

(i) Initial Testing: 
(A) Number of specimens received: 
(8) Number of specimens reported out: 

and 
(C) Numher of specimens screened 

positive for: 
Marijuana metabolite,i 
Cocaine metabolites 
Opiate metabolites 
Phencyclidine 
Amphetamines 
(i 1) Confirmatory Testing: 
(A) Number or specimens .-cceived for 

confirmation: 
(D) Number of specimens confirmed 

positive for: 
Marijuana metabolite 
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Cocaine metabolite 
Morphine, codeine 
Phenc\ clidine 
Amphetamine 
Methamphetamine 
(7) The laboratory shall make 

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

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

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

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

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

{k) Laboratory Facifitie.,;. (1) 
Laboratory facilities shall comply with 
applicable provisions of any State 
licensure requirements. 

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

fl) Inspections. The Secretary, any 
FedP.ral agency utilizing the laboratory, 

or any organization performing 
laboratory certification on behalf of the 
Secretary shall reserve the rig~t to 
inspect the laboratory at any llme. 
Agency contracts with laboratories for 
drug testing, as well as contracts f~r 
collection site services, shall penmt the 
agency to conduct unannounced 
inspections. In addition, prior to the 
award of a contract the agency shall 
carry out preaward inspections and 
evaluation of the procedural aspects of 
the laboratory's drug testing operation. 

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

{n} Additional Requirements for · 
Certified laboratories.-{!} Procedure 
Manual. Each laboratory shall have a 
procedure manual which includ~s the 
principles of each test, preparation of 
reagents, standards and controls, 
calibration procedures, derivatio~ ~f. . 
results, linearity of methods, sens1hv1ty 
of the methods, cutoff values, 
mechanisms for reporting resulti,, . 
controls, criteria for unacceptable 
specimens and results, remedial actions 
to be taken when the test systems are 
outside of acceptable limits, reagents 
and expiration dates, and references. 
Copies of all procedures and dates on 
which they are in effect shall be 
maintained as part of the manual. 

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

(JI Instruments and Equipment. (i) 
Volumetric pipettes and measurinR 
devices shall be certified for accuracy or 
be checked by gravimetric, colorimetric. 
or other verification procedure. 
Automatic pipettes and dilutors shall be 

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

(ii) There shall be written procedures 
for instrument set-up and normal 
operation, a schedule for c~e~king 
critical operating charactenshcs for all 
instruments, tolerance limits for 
acceptable function checks and . 
instructions for major trouble shoo tmg 
and repair. Records shall be available 
on preventive maintenance. 

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

(5) Personnel A vaifab/e To TestJf y at 
Proceedings. A labo_rat~ry shall hav? 
qualified persoM_el ava1l~b~e ~o tesllfy 
in an administrative or d1sc1phnary 
proceeding against a Federal employee 
when that proceeding is based on 
positive urinalysis results reported by 
the laboratory. 

2.5 Quality Assurance and Quality 
Control. · 

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

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

(1) Urin-e specimens certified to 
contain no drug; 

(2) Urine specimens fortified with 
known standards: and 

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

(c) laboratory Quality Control 
Requirements for Confirmation Tests. 
Each analytical run of specimens to be 
confirmed shall include: 

(1) Urine. specimens certified to 
contain no drug; 

(2) Urine specimens fortified with 
known standards; and 

{3) Positive controls with the drug or 
metabolite at or near thP. threshold 
(cutofO. 
The Hnearity and precision of the 
method shall be periodically 
documented. Implementation of 
procedures to ensure that carryover 
does not contaminate the testing of an 
individual's specimen shall also be 
documented. 

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

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

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

(4) The Secretary shall investigate any 
unsatisfactory performance testing 
result and. based on this investigation. 
the laboratory shall take action to 
correct the cause of the unsatisfactory 

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

(5) Should a false positive error occur 
on a blind performance test specimen 
and the error is determined to be an 
administrative error (clerical. sample 
mixup, etc.), the Secretary shall require 
the laboratory to take corrective action 
to minimize the occurrence of the 
particular error in the future: and, if 
there is reason to believe the error could 
have been systematic, the Secretary 
may also require review and reanalysis 

. of previously run specimens. 
(6) Should a false positive error occur 

on a blind performance test specimen 
and the error is determined to be a 
technical or methodological error, the 
laboratory shall submit all quality 
control data from the batch of 
specimens which included the false 
positive specimen. In addition, the 
laboratory shall retest all specimens 
analyzed positive for that drug or 
metabolite from the time of final 
resolution of the error back to the time 
of the lait satisfactory performance test 
cycle. This retesting shall be 
documented by a statement signed by 
the individual responsible for day-to­
day management of the laboratory's -
urine drug testing. The Secretary may 
require an on-site review of the 
laboratory which may be conducted 
unannounced during any hours of 
operations of the laboratory. The 
Secretary has the option of revoking 
(3.l3) or suspending (3.14) the 
laboratory's certification or 
recommending that no further action be 
taken if the case is one of less serious 
error in which corrective action has 
already been taken. thus reasonably 
assuring that the error will not occur 
again. 

2.6 Interim Certification Procedures. 
During the interim certification period 

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

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

certified for urinalysis testing by the 
Department of Defense; or 

(b) Agencies may develop interim self­
certification procedures by establishing 
preaward inspections and performance 
testing plans 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 longer available. all 
Federal agencies subject to these 
Guidelines shall only use laboratories 
that have been certified in accordance 
with Subpart C of these Guidelines and 
all labora'tories approved for interim 
certification under paragraphs (a) and 
(b) of this section shall become certified 
in accordance with Subpart C within 120 
days of the date of this notice. 

2.7 Reporting and Review of Results. 

(a) Medical Review Offi'cer Shall 
Review Results. An essential part of the 
drug testing program is the final review 
of results. A positive test result does not 
automatically identify an employee/ 
applicant as an illegal drug user. An 
individual with a detailed knowledge of 
possible alternate medical explanations 

· is essential to the review of results. This 
review shall be performed by the 
Medical Review Officer prior to the 
transmission of results to agency 
administrative officials. 

(b) Medical Review Officer­
Qualifications and Responsibilities. ThE 
Medical Review Officer shall be a 
licensed physician with knowledge of 
substance abuse disorders and may be 
an agency or contract employee. The 
role of the Medical Review Officer is to 
review and interpret positive test resul t: 
obtained through the agency's testing 
program. In carrying out this 
responsibility, the Medical Review 
Officer shall examine alternate medica l 
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 relevan t 
biomedical factors. The Medical Revie, 
Officer shall review all medical record~ 
made available by the tested individua 
when a confirmed positive test could 
have resulted from lega lly prescribed 
medication. The Medical Review Offi c, 
shall not. however, consider the resul ts 
of urine samples that are not obtained 
processed in accordance with these 
Guidelines . 

(c} Positive Test Result. Prior to 
making a final decision to verify a 
positive test result , the Medical Revie\, 
Officer shall give the individual an 
opportunity to discuss the test result 
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with him or her. Following verification 
of a positive test result, the Medical 
Review Officer shall refer the case to 
the agency Employee Assistance 
Program and to the management official 
empowered to recommend or take 
administrative action. 

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

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

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

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

personal identifviniz information in such 
reoort!I. 

2.8 Protection of Employee Records. 

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

• require that employee records be 
maintained and used with the highest 
regard for employee privacy. 

2.9 Individual Access to Test and 
Laboratory Certification Results. 

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

Subpart C-Certification of Laboratories 
Engaged in Urine Drug Testing for 
Federal Agencies . 

3.1 Introduaion. 

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

J.2 Goals ond Objectives of 
Certification. 

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

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

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

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

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

3.4 Capability to Test for Five Classes 
of Drugs. 

To be certified, a laboratory must be 
capable of testing for at least the 
following five classes of drugs: 
Marijuana. cocaine. opiates, 
amphetamines. and phencyclidine, using 
the. initial immunoassay and 
quantitative confirmatory GC/MS 
methods specified in these Guidelines. 
The certification program will be limited 
to the five classes of drugs (2.l(a) (ll 
and (2)) and the methods (2.4 (el and (f)) 
specified in these Guidelines. The 
laboratory will be surveyed and 

. performance tested only for these 
methods and drugs. Certification of a 
laboratory indicates that any test result 
reported by the laboratory for the 
Federal Government meets the 
standards in these Guidelines for the 
five classes of using the methods 
specified. Certified laboratories must 
clearly inform non-Federal clients when 
procedures followed for those clients 
conform to the standards specified in 
these Guidelines. 

3.5 Initial and Confirmatory 
Capability at Same Site. 

Certified laboratories shall have the 
capability, at the same laboratory site, 
of performing both initial immunoassays 
and confirmatory GC/MS tests (2.4 (el 
and (fll for marijuana. cocaine. opiates, 
amphetamines, and phencyclidine and 
for any other drug or metabolite for 
which agency drug testing is authorized 
(Z.l(al (1) and (21). All positive initial 
test results shall be confirmed prior to 
reporting them. 

3.6 · Personnel. 
Laboratory personnel shall meet the 

requirements specified in 2.3 of these 
Guidelines. These Guidelines establish 
the exclusive standards for qualifying or 
certifying those laboratory personnel 
involved in urinalysis testing whose 
functions are prescribed by these 
Guidelines. A certification of a 
laboratory under these Guidelines sha ll 
be a determination that these 
qualification requirements have been 
met. 

J.7 Quality Assurance and Quality 
Control. 

Drug testing laboratories shall have a 
quality assurance program which 
encompasses all aspects of the testing 
process, including but not limited to 

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

3.8 Security and Chain of Custody. 

Laboratories shall meet the security 
and chain of custody requirements 
provided in Z.4(a). 

3.9 One-Year Storage for Confirmed 
Positives. 

All confirmed positive specimens 
shall be retained in accordance with the 
provisions of 2.4(h) of these Guidelines. 

3.10 Documentation. 
The laboratory shall maintain and 

make available for at least 2 years 
documentation in accordance with the 
specifications in Z.4(m). 

3.11 Reports. 

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

3.12 Certification. 

(a) General. The Secretary may certify 
any laboratory that meets the standards 
in these Guidelines to conduct urine 
drug testing. Iri addition, the Secretary 
may consider to be certified and 
laboratory that is c;ertified by a DHHS­
recognized certification program in 
accordance with these Guidelines. 

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

(1) The adequacy of the laboratory 
facilities: 

(Z) The expertise and experience of 
the laboratory per9onnel: 

(3) The excellence of the laboratory'9 
quality assurance/quality control 
program: 

(4) The performance of the laboratory 
on any performance tests: 

(51 The laboratory's compliance with 
standards as reflected in any laboratory 
inspections: and 

(61 Any other factors affecting the 
reliability and accuracy of drug tests 
and reporting done by the laboratory. 

J.IJ Re vocation. 

(a) General. The Secretary shnll 
revoke certification of any laboratory 
certified undel' these µrovisions or 
accept revocation by a DHHS­
recognized certification program in 

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

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

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

(2) Unsatisfactory participation in 
performance evaluations or laboratory 
inspections: 

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

(41 Conviction for any criminal offense 
committed as an incident to operation of 
the laboratory: or 

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

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

3.14 Suspension. 

(a) Criteria. Whenever the Secretary 
has reason to believe that revocation 
may be required and that immediate 
action is necessary in order to protect 
the interests of the United States and its 
employees, the Secretary may 
immediately suspend a laboratory's 
certification to conduct urine drug 
testing for Federal agencies. The 
Secretary may also accept suspension of 
certification by a DHHS-recognized 
certification program in accordance with 
these Guidelines. 

(b} Period and Terms. The period and 
terms of suspension shall be Je te rmined 
by the Secretary and shall depend upon 
the facts and circumstances of the 
suspension and the need to ensure 
accurate and reliable drug testing of 
Federal employees. 

J . IS Notice: Opportunity .for Review. 

(a} Written Notice. When a laboratory 
is suspended or the Secretary seeks to 
revoke certification, ·the Secret,u y sha ll 
immediately serve the laboratory with 
written notice of the suspension or 
proposed revocation by personal service 
or registered or certified mail. return 
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receipt requested. This notice shall state 
the following: 

(1) The reasons for the suspension or 
proposed revocation: 

(2) The terms of the saspension or 
proposed revocation: and 

(3) The period of suspension or 
proposed revocation. 

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

{c) Effective Date. A suspension shall 
be effective immediately. A proposed 
revocation shall be effective 30 days 
after written notice is given or, if review 
is requested, upon the reviewing 
official's decision to uphold the 
proposed revocation. If the reviewing 
official decides not to uphold the 
suspension or proposed revocation, the 
suspension shall terminate immediately 
and any proposed revocation shall not 
take effect. 

{d) DHHS-Recognized Certification 
Program. The Secretary's responsibility 
under this section may be carried out by 
a □HHS-recognized certification 
program in accordance with these 
Guidelines. 

3.18 Recertification. 
Following the termination or 

expiration of any suspension or 
revocation. a laboratory may apply for 
recertification. Upon the submission of 
evidence satisfactory to the Secretary 
that the laboratory is in compliance with 
these Guidelines or any DHHS­
recognized certification program in 
accordance with these Guidelines, and 
any other conditions imposed as part 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 Requirement for 
Certification. 

(a/ rln Initial and Continuing 
Requirement. The performance testing 
program is a part of the initial 
evaluation of a laboratory seeking 

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

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

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

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

(e) Blind Performance Test. Any 
certified laboriJtory shall be subject to 
blind performance testing (see 2.S(d)). 
Performance on· blind test specimens 
shall be at the same level as for the 
open or non-blind performance testing. 

{fl Reporting-Open Performance 
Test. The laboratory shall report results 
of open performance tests to the 
certifying organization in the same 
manner as specified in 2.4(g)(2) for 
routine laboratory specimens. 

3.18 Perfonnance Test Specimen 
Composition. 

{a) Description of the Drugs. 
Performance test specimens shall 
contain those drugs and metabolites 
which each certified laboratory must be 
prepared to assay in concentration 
ranges that allow detection of the 
analyte by commonly used 
immunoassay screening techniques. 
These lev~ls are generally in the range 
of concentrations which might be 
expected in the urine of recent drug 
users. For some drug analytes. the 
specimen composition will consist of the 
parent drug as well as major 
metabolites. In some cases, more than 
one drug class may be included in one 
specimen container. but generally no 
more than two drugs will be present in 
any one specimen in order to imitate the 
type of specimen which a laboratory 
normally encounters. For any particular 
performance testing cycle. the actual 
composition of kits goini1 to different 
laboratories will vary hut. within any 
annual period. all laboratories 

participating will have analyzed the 
same total set of specimens. 

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

3.19 Evaluation af Peformance Testing. 

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

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

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

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

(5) For any individual drug, an 
applicant laboratory shall successfully 
detect and quantitate in accordance 
with paragraphs (al(:?). (a)(3), and (a)l4) 
of this section al least 50 percen t of the 
totul drug challenges. Failure to 
succeiisfully quantila te a t least 50 
percent of the challenges for any 
individuul ci ru~ will result in 
disqualification. 

(bl Ongoing Testing of Certified 
laboratories.-(1/ False f'ositives and 
Procedures for Dealing I Vith 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 test may 
result in suspension or revocation of 
certification. The most serious false 
positives are by drug class, such as 
reporting THC in a blank specimen or 
reporting cocaine in a specimen known 
to contain only opiates. 
Misidentifications within a class (e.g., 
codeine for morphine) are also false 
positives which are unacceptable in an 
appropriately controlled laboratory, but 
they are clearly less serious errors than 
misidentification of a class. The 
following procedures shall be followed 
when dealing with a false positive: 

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

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

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

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

(v) If the error is determined to be 
technical or methodological error, the 

-laboratory shall submit to the Secretary 
all quality control data from the batch of 
specimens which included the false 
positive specimen. In addition, the 
laboratory shall retest all specimens 
analyzed positive by the laboratory from 
the time fo final resolution of the error 
back to the time of the last satisfactory 
performance test cycle. This retest ing 
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 fa lse positive. this retesting 
may be limited to one anal yte or may 
include any drugs a labora tory certi fi ed 
under these Guidelines must be 
prepared lo assay. The la boratory sha ll 
immediately notify the agency if any 
result on a retest sample must be 
corrected because the critieria for a 
positive are not satisfied. The Secretary 
may suspend 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 serious error for which effective 
corrections have already been made, 
thus reasonably assuring that the error 
will not occur again, the Secretary may 
decide to take no further action. 

(vi) During the time required to 
resolve the error, the laboratory shall 
remain certified but shall have a 
designation indicating that a false 
positive result is pending resolution. If 
the Secre.tary 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 Total Drug 
Challenges. In order to remain certified, 
laboratories must successfully complete 
six cycles of performance testing per 
year. Failure of a certified laboratory to 
maintain a grade of 90 percent on any 
required performance test cycle, i.e·., to 
identify 90 percent of the total drug 
challenges and to correctly confirm 90 
percent of tr.e total drug challenges, may 
result in St'.spension or revocation of 
certifica t;_on. 

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

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

(5) Requirement ta Successfully 
Detect and Quantitate 50 Percent of the 
Total Drug Challenges far Any 
Individual Drug. For any individual 
drug, a certified laboratory must 
successfully detect and quantitate in 
accordance with paragraphs (bl(2), 
(bl(3), and (bl(4l of this section at least 
50 percent of the total drug challenges. 

/6) Procedures When Requirements in 
Paragraphs (bj(2}-(bl(5} of this Section 
Are Nat Met. If a certi fied laboratory 
fails to ma inta in a grade of 90 percent 
per test cycle after initial certification as 
required by paragraph (b 1(2) or this 
section or if it fails lo successfully 
quantita te results as required by 
paragraphs (bl(3). (bl(4). or (bl(5) of this 
section. the labora tory shall be 
immediately informed that its 
performance fell under the 90 percent 
level or that it failed to successfully 
quantitate test results and how ii failed 

to successfully quantitate. The 
laboratory shall be allowed 5 working 
days in which to provide any 
explanation for its unsuccess ful 
performance, 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 
seriousness of the errors and whether 
there is evidence that the source of the 
poor performance has been corrected 
and that current performance meets the 
requirements for a certified laboratory 
under these Guidelines. The Secretary 
may require that additional performance 
tests be carried out to determine 
whether the source of the poor 
performance has been removed. If the 
Secretary determines to suspend or 
revoke the laboratory's certification. the 
laboratory's official status will become 
"Suspended" or "Revoked" until the 
suspension or revocation is lifted or 
until any recertification process is 
complete. 

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

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

3.20 Inspections. 

Prior to laboratory certification under 
these Guidelines and at least twice a 
year after certification, a team of three 
qualified inspectors, at least two of 
whom have been trained as laboratory 
inspectors. shall conduct an on-site 
inspection of laboratory premises. 
Inspections shall document the ove ra ll 
quality of the laboratory setti ng fo r the 
purposes of certifica tion to conduct 
urine drug testing. Inspec tion reports 
may also contain recommenda ti ons lo 
the laboratory to correct deficiencies 
noted during the inspection. 

J.21 Results of lnadcqunf P. 

Perfo rmance. 

Fai lure of a laborato ry to compl y with 
any as pect of these Guide lines may lead 
to revoca tion or suspension or 
certification as provided in 3.13 and J .H 
of these Guidelines. 
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