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THE WHITE 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 government 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 provision~ 
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 
identify them for random testing. In addition to this notice, 
each of you will a~so 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 ~mployee. 

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. 



Executive Office of the President 

Drug-Free Workplace Plan 

July 1988 



I. 

A. 

B. 

c. 

D. 

E. 

F. 

G. 

II. 

III. 

A. 

B. 

C. 

D. 

E. 

IV. 

A. 

B. 

C. 

EXEOJI'IVE OFFICE OF THE PRESIDENI' 
DRUG-FREE ~RKPIACE PLAN 

INl'RCDUCTION 

Background 

Statement of Policy 

Nature, Frequency and Type of Drug Testing 
to be Instituted 

Drugs for Which Errployees Are Tested 

Scope 

References 

Delegation of Authority 

DEFINITIONS 

EMPLOYEE ASSISTAN:E POOGRAMS 

Function 

Referral ' and Availability 

Leave Allowance 

Records and Confidentiality 

Structure 

SUPERVISORY TRAINING 

Objectives 

Irrplernentation 

Training Package 

PAGE 

1 

1 

1 

2 

3 

3 

3 

4 

5 

7 

7 

7 

8 

8 

8 

9 

9 

9 

9 



v. EMPWYEE EDUCATION 11 

A. Objectives 11 

B. Means of Education_ 11 

VI. SPOCIAL DUI'IF.S AND RESPONSIBILITIES 12 

A. Drug Program Coordinator 12 

B. Ercployee Assistance Program 12 
Administrator/Coordinator 

C. Errployee Assistance Counselors 13 

D. Medical Review Official 14 

F. supervisors 15 

G. Inplernentation 15 

H. General Program/Structural Provisions 15 

I. . Government Contractors 16 

VII. ?UI'ICE 17 

A. General Notice 17 

B. Individual Notice 18 

c. Signed Acknowledgement 18 

D. Administrative Relief 18 

VIII. FINDING OF DRUG USE AND DISCIPLINARY CONSE(1nCES 19 

A. Determination 19 

B. Mandatory Administrative Actions 19 

c. Range of Consequences 19 

D. Initiation of Mandatory Removal From Service 20 
• 

E. Refusal to Take Drug Test When Required 20 

F. Voluntary Referral 20 



IX. RANDCM TESI'ING 22 

A. Position Titles Designated for 
Random Drug Testing 22 

B. Sensitive Employees in Testing 
Designated Positions 22 

C. Determining the Testing Designat~ Position 22 

D. Irrplementing Random Testing 23 

E. Notification of Selection 23 

F. Deferral of Testing 23 

x. RFASONABLE SUSPICION TESI'ING 25 

A. Grounds 25 

B. Procedures ~ c; 
L-

c. Obtaining the Sample 25 

D. Supervisory Training 26 

XI. APPLICANI' TESI'ING 27 

A. Objectives 27 

B. Extent of Testing 27 

c. Vacancy Announcements 27 

D. Procedures 27 

E. Personnel Officials 28 

F. Consequences 28 

XII. ADDITIONAL TYPES OF DRUG TESI'ING 29 

A. Accident or Unsafe Practice Testjng -c L-

B. Voluntary Testing 29 

C. Follow-up Testing 29 



XIII. TEST PIO::EDURES IN GENERAL 30 

A. Technical Guidelines for Drug Testing 30 

B. Pr ivacy Assured 30 

c. Failure to Appear for Testing 30 

D. Opportunity to Justify a Positive 
Test Result 31 

E. Errployee Counseling and Assistance 31 

F. Savings Clause 31 

XIV. REX:ORDS AND REPORl'S 32 

A. Confidentiality of Test Results 32 

B .. Enployee Access to Records 33 

c. Confidentiality of Records in General 33 

D. Enployee Assistance Program Records 33 

E. Maintenance of Records 33 

F. Records Maintained by Goverrurent 
Contractors 34 

G. Statistical Infornation 34 

APPENDIX A. ECP AGEOCY SUPPLEMENI'AL INFO™ATION 

A. White House Office 

B. Office of the Vice President 

c. Council of Economic Advisers 

o. Council on Environmental Quali ty 

E. Executive Residence at the White House 

F. National Critical Materials Council 
• 

G. National Security Counci l 

H. Off ice of Administration 

I. Office of Management and Budget 



J. Office of Policy Developnent 

K. Office of .Science and Technology Policy 

L. Office of the u. s. Trade Representative 

M. White House Conference for a D~g-Free America 

N. President's Foreign Intelligence Advisory Board (Staff) 

o. President's Intelligence oversight Board (Staff) 

APPENDIX B 

Mandatory Guidelines for Federal Workplace Drug Testing Programs 
[Federal Register, Vol. 53, No. 69 (April 11, 1988)] 



I • INI'R(l)OCTION 

A. Background 

On Septenber 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 
F~eral employees to refrain from using illegal drugs on or off­
duty. In a letter to all Executive Branch employees dated 
October 4, 1986, the President reiterated his goal of ensuring a 
safe and drug-free workplace for all federal workers. 

The Executive Order recognize<l tt,at Hlegal drug use is 
seriously ini>airing a portion of the national w0rk force, 
resulting in the loss of billions of dollars each year. As the 
largest employer in the nation, the feceral 9overnnent has a 
compelling proprietary interest in establishing reasonable 
conditions of employrcent. 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 
employees, the successful acconplishrrent of agency missions, and 
the need to rriaintain employee productivity. The intent of the 
policy is to offer a helping hand to those who need it, while 
sending a clear message that any illegal drug use is, quite 
simply, inconpatible 11,ith Feoeral service. 

On July 11, 1987, Congress passed legislation affecting 
inrplementation of the Executive Order under Section 503 of the 
Supplemental Appropriations Act of 1987, Pub. L. 100-71, 101 
Stat. 391, 468-471, codified at 5 U.S.C. 7301 note (1987), 
(hereafter, the "Act") ( in an attempt to establish uniformity 
anong 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 progran,. 

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

B. Statement g~_ Policy 

The Executive Office of the President currently consists of 
the inmediate White House Office and the Office of the Vice 
President, and eleven (11) other Federal agencies that bear a 
close relationship to the work of the President of the United 
States. These separate agencies form the President's staff 
ir1t-.t Hut ion, providing day-to-<lay 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 
objectives, resolve conflicts aITOll:J 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 environment 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 incl.mbent President, and with access to the roost 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' enployees of the 
hazards of drug use, and on how much assistance it can provide 
drug users. Equally inportant is the assurance to enployees that 
personal dignity and privacy will be respecte:l 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) enployee 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 enployees 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, Amphetamines, 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 irrrrediately 
for: 

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

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 Prograrrs, Alcohol, Drug Abuse and Mental 
Health Administration (ADAMHA), Department of 
Health and Human Services (HHS), as amended; 

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

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 requirements for 
assuring the confidentiality of alcobol and c1ru9-
abuse patient treatment reccros; 

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

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

2. Glidance 

a. Office of Personnel Managerrent (OPM), Federal 
Personnel Manual {FPM) Letters 792-16 {Noverober 
28, 1986), and 792-17 (March 9, 1987), setting forth 
guidelines for Federal civilian agencies in 
establishing a drug-free workplace purnticir,t l c, 

Executive Order 12564; 

b. FPM Chapter 792, Federal Health and Counseling 
programs, providing guidance to Federal agencies 
in establishing alcoholism anc"; drug obtis~ r,rogrcns 
(subchai:,ter 5) and employee counseling service~ 
programs (subchapter 6) for Federal employees with 
alcohol or drug problems; 

c. FPM Supplerrent, Chapter 792-2, providing guidance 
for developing and niaintaining appropricitE­
prevention; treatment and rehabilitation programs 
and services for alcoholism and drug abuse arrong 
Federal enployees; 

G. Delegation_gf Authority 

Except where specif icalJ.y prohibited in this Plan, the 
resronsibj 1.ities of an ECP c:gE:ncy head rriay be redelegated to 
another official/employee of the sarre 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 
errployment 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. Errployee means any individual appointed in the civil service 
as described in 5 use 2105 serving in a position in an 
Executive Office of the President agency except members of 
the uniformed services of the armed forces. 

C. Errployee Assistance Program (EAP) means the EOP-based 
counseling program that offers assessment, short-term 
counseling, and referral services to errployees for a wide 
range of drug, alcohol, and rrental health problems, and 
roonitors the progress of errployees while in treatment. 

D. Errployee Assistance Program Administrator 
individual responsible for ensuring the 
inplementation and review of the agency EAP. 

means the 
developrrent, 

E. Errployee Assistance Program Coordinator means the individual 
designated by the Enployee Assistance Program Administrator 
responsible for inplementing and operating the EAP for the 
EOP agencies, by providing counseling, treatrrent, and 
education services to errployees and supervisors. 

F. Medical Review· Official {MRO) means 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 
infoanation. 

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

H. Management Official means an errployee required or authorized 
by the EOP agency head to fornulate, 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 
enployees occupying a specified area, element or position, 
or may be a statistically random sanpling of such enployees 
based on a neutral criterion, such as social security 
nwrbers. 

J. Enployees in Sensitive Positions means: 

1. Errployees 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 enployees in positions 
designated by the EOP agency head as sensitive in 
accordance with Executive Order No. 10450, as amended; 

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

3. Individuals serving under Presidential appointments; 

4. Law enforcement officers as defined in 5 u.s.c. 
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 enployee having authority to hire, 
direct, assign, prorote, reward, transfer, furlough, layoff, 
recall, suspend, discipline, or remove other enployees, to 
adjust their grievances, or to effectively recommend such 
action, if the exercise of the authority is not merely 
routine or clerical in nature, but requires the consistent 
exercise of independent judgement. 5 U.S.C. 7103 (a) (10). 

L. Testing Designated Positions means enployment 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 imrrunoassay test, 
confirmed by a Gas Chrornatcx_;raphy/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 -



,!.l • 

III. EMPLOYEE ASSISl'AN:E PRCX;RAMS (EAP} 

A. Function 

The EOP EAP plays an inportant role in preventing and 
resolving employee drug use by: derronstrating a corrmitnent to 
eliminating illegal drug use; providing employees an 
opportunity, with appropriate assistance, to discontinue their 
drug use; providing educational materials to sui;:ervisors and 
employees on drug use issues; assisting supervisors in 
confronting employees who have performance and/or corrluct 
problerrs and making referrals to appropriate treatnent and 
rehabilitative facilities; and follow-up with individuals during 
the rehabilitation period to track their progress and encourage 
successful conpletion of the program. The EAP, however, shall 
not be involved in the collection of urine samples or the initial 
reporting of test results. Specifically, the EAP shall--

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

2. Provide needed education and training to all levels of 
each EOP agency on types and effects of drugs, syrrptorns 
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 
reiated medical treatnent and rehabilitation records 
is maintained in accordance with Section XIV. 

B. Referral and Availability 

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

In the event the employee is not satisfied with the program 
of treatment or rehabilitation, such employee may seek review of 
the EAP Counselor's referral by notifying the EAP Administrator 
prior to completion of the program. The decision of the EAP 
Administrator shal l be final and shall not be subject to further 
administrative review. Regardless of the treatnent program 
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chosen, the e:rrployee remains responsible for successful 
co:rrpletion of the treatnent, 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 e:rrployee does 
not co:rrplete treatnent. 

C. Leave Allowance 

Employees 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 nust 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 i:rrplenentation of the EOP EAP, and will 
provide, wi th the support of the ECP agency heads, high level 
direction and prorrotion of the EAP. The Personnel Division, OA, 
shall ensure a corrprehensive program by utilizing interagency 
agreements 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 
m>nitoring a drug-free workplace, the Off ice of Administration 
shall provide training to assist EOP 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 problems, drug 
use, and the EOP F.AP; 

2. The responsibilities of offering F.AP services; 

3. How errployee performance and behavioral changes should 
be recognized and documented; 

4. The roles of the nedical staff, supervisors, personnel, 
and F.AP personnel; 

5. The ways to use the EOP EAP; 

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

7. The process of reintegrating employees into the 
workforce. 

B. Inplerrentation 

The Office of Administration's Personnel Division shall be 
responsible for inplerrenting supervisory training, and shall 
develop a training package to ensure that all employees and 
supervisors are fully inforrred 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 errployee problems with 
respect to drugs and alcohol; 
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3. The EAP approach to handling problems; 

4. How to recognize employees with possible problems; 

5. Docllllentation of employee performance or behavior; 

6. How to approach the employee; 

7. How to use the EAP; 

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

9. Reintegration of employees into the workforce; and 

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

A. Objectives 

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

1. Types and effects of drugs; 

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

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

4. other relevant treatment, 
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. SPOCIAL DU!'IES AND RESPONSIBILITIES 

A. Drug Program Coordinator The Office of Administration 
shall have a Drug Program Coordinator (DPC) assigned to 
carry out the puqx:,ses of this plan. The DPC shall be 
responsible for inplerrenting, directing, administering, and 
managing the drug program througoout the ECl?. 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, aroong other duties: 

1. Arrange for all testing authorized umer this order; 

2. Insure that all enployees 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 
acknowledgrrent of receipt form; 

3. Docurrent, through written in~tion 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 
educational materials, 
education sessions 
rehabilitation. 

disseminate drug program 
and oversee training and 

regarding drug use and 

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 empo\o.ered to 
initiate disciplinary action; 

2. Assurre the lead role in the develoµnent, 
implementation, 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 treabnent services to all 
errployees referred to the EAP by their supervisors or 
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on self-referral, and otherwise offer employees the 
opportunity for counseling and rehabilitation; 

6. Work with the D1?C to provide educational materials and 
training to managers, supervis9rs, and employees 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 employees during and 
after the rehabilitation period; 

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

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

a. Name, address, and phone m.urber; 

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 infoaration. 

11. Periodically visit rehabilitative or treatment 
organizations to meet administrative and staff 
rnent:>ers, tour the site, and ascertain the experience, 
certification and educational level of staff, and the 
organization's policy concerning progress reports on 
clients and post-treatment follow-up. 

C. 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 treatment and rehabilitation insurance 
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coverage available to errployees through the Federal 
Enployee Health Benefits Program; 

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

4. Docunent and sign the treatment plan prescribed for all 
eIIJ?loyees referred for treatment, after obtaining the 
errployee'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 ercployee. 

D. Medical Review Official (MOO) 

The Office of Administration shall have an MRO assigned 
to carry out the purposes of this Order. The MRO shall, 
axoong 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. o. 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 s1..Umtary of findings; 

4. Notify the Director of Personnel, Office of 
Administration when an individual who has been 
tentatively selected for ercployment 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 errployees, and will be provided information regarding 
referral of employees to the EAP, procedures and requirements for 
drug testing, and behavioral patterns that give rise to a 
reasonable suspicion that an errployee 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 suspicion test, after first making 
appropriate factual observations and docUil'enting those 
observations and obtaining approval from the 
higher-level supervisor; and/or other official 
designated to approve such testing of an EOP agency 
errployee; 

3. Refer errployees 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 performance and or personnel 
problems that may be related to illegal drug use. 

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

F. Inplernentation 

At the direction of the Director, Office of Administration, 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 Prpgram/Structural Provisions 

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

H. Goverrurent Contractors 

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

1. Acquire needed services by contract or interagency 
agreement and insure the rronitoring 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 agr~nt 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. NJI'ICE 

A. General Notice 

A general notice from the head of the ECP 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 implementation date of the plan. The notices 
shall be provided irmediately upon corrpletion 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 cormencerrent 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 circtmStances uooer which testing may occur; 

6. That opportunity will be afforded to submit iredical 
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 patient. 
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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 information provided above: 

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

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

c. Signed Acknowledgement 

Each ernployee in a testing designated position shall be 
asked to acknowledge in writing that -

" The ernployee 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 ernployee refuses to sign the acknowledgement, the 
ernployee's supervisor shall note on the acknowledgerrent 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 ernployee, or otherwise affect the irrplerrentation of this 
order since the general sixty-day notice will previously have 
notified all agency ernployees of the requirerrent to be drug-free. 

D. Administrative Relief 

If an errployee believes that his or her position has been 
wrongly designated a test designated position ('IDP) that ernployee 
may file an administrative appeal to the official designaterl in 
Appendix A who has authority to rerrove the ernployee from the 'IDP 
list. The appeal nust be submitted by the ernployee, in writing, 
to the designated official within 15 days of notification, 
setting forth all relevant information. The designated official 
shall revi ew the appeal based upon the criteria applied in 
designating that ernployee'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 CON.SE:C:UfilCES 

A. Determination 

An errployee 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 errployee's voluntary admission. 

B. Mandatory Administrative Actions 

The EOP agency shall refer an errployee found to use illegal 
drugs to the FAP, and, if the errployee occupies a sensitive 
position, innediately remove the enployee 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 FAP, an errployee may return to duty in 
a sensitive position if the errployee's return would not errlanger 
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 errployee found to use illegal 
drugs provided that such action is not required for an errployee 
who voluntarily admits to illegal drug use, and obtains 
counseling or rehabilitation and thereafter ref rains from using 
illegal drugs. 

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

1. Reprimanding the errployee in writing; 

2. Suspending the errployee for 14 days or less; 

3. Susr;ending the errployee for 15 days or rrore; 
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for: 

4 Suspending the employee until the employee successfully 
completes the EAP or until it . is determined that action 
other than suspension is rrore appropriate; 

5. Rernoving the ercployee from service. 

Initiation of Mandatory Rerroval From Se.r:vice 

The EOP agency shall initiate action to remove an employee 

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 employee 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 employrrent. 

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

F. Voluntary Referral 

Under Executive Order 12564, the ECP agency is required to 
initiate action to discipline any employee found to use illegal 
drugs in every circumstance except one. If an employee (1) 
voluntarily admits his or her drug use; (2) completes 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 errployee has come forward 
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voluntarily. In coming forward voluntarily, and consistent with 
Section XII (B), an enployee 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 errployee to step 
forward and identify his/herself as an illegal drug user for the 
purpose of entering a drug treatment program uooer the EAP. 

Since the key to this provision's rehabilitative 
effectiveness is an enployee 's willingness to admit his or her 
problem - this provision will not be available to an errployee 
who is asked to provide a urine sanple 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. RANDGt 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 Enployees 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 Appeooix A, the 
EOP agency head has determined that these positions are testing 
designated positions that will be randomly tested. Acconpanying 
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 considererl 
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 errployee 
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 imnediately relate to public health .and safety, the 
protection of life and property, law enforcerrent, 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 Coordinator shall-

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

2. Evaluate periodically whether the nt.mbers of errployees 
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 incunt,ents of 
these positions shall be tested annually, with unannounced 
testing to be held six times 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 errployee is under no suspicion of taking drugs and that 
the employee's name was selected randomly. 

' F. Deferral of Testing 

An employee 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 enployee is: 

1. In a leave status (sick, annual, adrninistrati ve 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 enployee whose immediate 
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. REASONABLE SUSPICION TES1'ING 

A. Grounds 

Reasonable suspicion testing may be based upon, arrong 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-related offense, or the 
identification of an ercployee as the focus of a 
criminal investigation into illegal drug possession, 
use, or trafficking; 

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

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

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

B. Procedures 

If an ercployee is suspected of using illegal drugs, the 
appropriate supervisor will gather all information, facts, and 
circUit6tances leading to and supporting this suspicion. This 
information will be reviewed by a higher-level supervisor for 
concurrence. The decision level for approval to proceed with 
testing is described in Appendix A. 

When reasonable suspicion has been established, the 
appropriate supervisor will prorcptly detail, for the record and 
in writing, the circUit6tances which forned the basis 
to warrant the testing. A written report will be prepared to 
include, at a mininum, the appropriate dates and tires of 
reported drug related inci dents, reliable/credible sources of 
information, rationale leading to the test, findings of the test, 
and the action taken. 

C. Obtaining the Sarrple 

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. Sµpervisory Training 

In accordance with Section IV, supervisors will be trained 
to address illegal drug use by errployees, to recognize facts that 
give rise to a reasonable suspicion, and to docurrent 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. APPLICANI' TESTING 

A. Cbjectives 

To maintain the high _professional standards of the 
EOP agency's workforce, it is irrperative that individuals who use 
illegal drugs be screened out during the initial errployrrent 
process before they are placed on the errployment rolls of the 
agency. This procedure will have a positive effect on reducing 
instances of illegal drug use by errployees working within the 
EOP, and will provide for a safer work environnent. 

B. Extent of Testing 

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

C. Vacancy Announcements 

Every vacancy annQIJ.Ilcement issued for an Ea> agency by the 
Office of Administration for positions designated for applicant 
testing shall state: 

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

In addition, the applicant will be notified that 
appointment to the position will be contingent upon a negative 
drug test result. Failure of the vacancy announcerent 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 Ea> 
agency shall direct applicants to an appropriate collection 
facility. The drug test must be undertaken as soon after 
notification as possible, and no later than 48 hours of notice to 
the appli cant. 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 test 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 errployment for a period of 
six rronths. 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 TFSrING 

A. Accident or Unsafe Practice Testing 

Each EOP agency is committed to providing a safe and secure 
work envirorurent. 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 errployee suffers 
personal injury requiring inmediate oospitalization or there is 
damage to Goverrurent 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 derronstrate their commitment to an ECP agency's 
goal of a drug-free workplace and to set an exanple for other 
federal enployees, errployees not in testing designated positions 
may volunteer for unannounced random testing by notifying the 
DPC. These errployees 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 'IDP 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. Follow7:1P 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 arrount 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. TFSI' PROCEDURES IN GENERAL 

A. Technical Guidelines for Drug Testing 

The EOP agencies shall adhere to all scientific and 
technical guidelines for drug testing progrart5 pronulgated by HHS 
consistent with the authority granted by Executive Order 12564, 
and to the requirerrents of Section 503 of the Act. The 
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 requirerrents. 

B. Privacy Assured 

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

1. The individual is being tested 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 
equipment or i:rrplernents capable of t~ring or 
altering urine sarrples; or 

6. The individual has previously tarrpere:3 with a sanple. 

C. Failure to Appear for Testing 

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

When a confirrred positive result has been returned by the 
laboratory, the MRO shall perform the duties set forth in the IIlIS 
Guidelines. For example, the MRO may choose to conduct employee 
medical interviews, review employee medical history, or review 
any other relevant biomedical factors. The MRO nust review all 
med:i,cal records made available by the tested enployee when a 
confirrred 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 roost 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 imrediately contact the EAP 
Administrator upon obtaining a verified positive test result. 

E. Errployee Counseling and Assistance 

While participating in a counseling or rehabilitation 
program, and at the request of the program, the enployee may be 
exenpted ·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 completion of the program, the employee 
iimediately 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 Qiidelines pronulgaterl by the Department 
of Health and Human Services, or any subsequent amendment 
thereto, such IIlIS Guidelines or amendrrent shall supersede the 
procedures specified in this section, but only to the extent of 
the inconsistency. 

- 31 -



XIV. RECORDS AND REPORl'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 
documentation to account for the result as other than the 
intentional ingestion of an illegal drug will be treated as a 
negative test result and may not be released for purposes of 
identifying illegal drug use. Test Results will be protecterl 
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 
management 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 errployee. 

In order to conply 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 d.isclosure 'NOuld be-

1. To the MRO; 

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

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

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

For purposes of this Section, "rnanagerrent official" 
includes any rnanagerrent or goverrurent official whose 
duties necessitate review of the test results in order 
to process adverse personnel action against the 
errployee. In addition, test results with all 
identifying information renoved shall also be made 
available to other personnel, including the DPC, for 
data collection and other activities necessary to 
conply with Section 503(£) of the Act. 
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B. Errployee Access to Records 

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

1. Such employee's drug test; and 

2. The results of any relevant certification, review, or 
revocation of 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 implement this order and to make information 
readily retrievable, the DPC shall maintain all records relating 
to reasonable suspicion testing, suspicion of tanpering evidence, 
and any other authorized documentation necessary to irrpleirent 
this order. 

All records and information of the personnel actions taken 
on errployees with verified positive test results should be 
forwarded to the Per9onnel 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 
errployee 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 treatirent are 
confidential and may be disclosed only as authorized by 42 C.F.R. 
Part 2, including the provision of written consent by the 
employee. With written consent, the patient may authorize the 
disclosure of those records to the patient's employer for 
verification of treabnent or for a general evaluation of 
treabnent progress. (42 C.F.R. 2.1 et ~- (1986}, revised 
regulations promulgated at 52 P.R. 21796, June 9, 1987}. 

E. Maintenance of Records 

The Off ice of Administration shall establish or airend a 
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recordkeeping system to naintain the records of the ECI? 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 
naintained as required by subsequent administrative or judicial 
proceedings, or at the discretion of the EOP agency head. The 
recordkeeping system should capture-sufficient docmrents to ireet 
the operational and statistical needs of this order, and include: 

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

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

3. Anonymous statistical reports; and 

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

F. Records Maintained By Government Contractors 

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

G. Statistical Information 

The DPC shall collect and corrpile anonymous statistical data 
for reporting the number of--

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

2. Verified positive test results; 

3. Voluntary drug counseling referrals; 

4. Involuntary drug counseling referrals; 

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

6. Terminations or denial of errployrnent offers resulting 
from alteration of speciirens; 

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

This data, along with other pertinent information, shall be 
corrpiled 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 nay be required. 
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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 Bouse 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. Additionallv, 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. ~11 
positions have been d~termined 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 

~11 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 
positions suoport the determination that the incumbent occupies 
a sensitive position within the meaning of the Bxecutive 0rder. 
The Whit~ House Office has determined that all employees occupy inq 
sensitive positions should be subject to random testinq. 
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Every Employee of the White House Office: 

- is appointed to his or her position by the President 
to perform official duties as the President may prescribe. 

- has a work location within the East Wing, West Wing, or the 
Old Executive Office Building. This provides the employees 
with siqnificant freedom of access to the President or to 
physical locations frequented by the President. 

- has access to some level of sensitive information. The 
term sensitive information is purposely broad and includes 
information that is classified or subiect to classification; 
has political sensitivity (e.g., names of political appointees 
prior to public announcement): or is security sensitive 
(e.g., the President's future travel plans). 

- has or is entitled to have the equivalent of a ~op Secret 
clearance. 

- represents the ~resident or appears to represent the Presi~ent. 

- has flexibility of assignment. Because of the sensitive 
nature of most of the work in the White House Office and the 
need to respond promptly to changing needs, White House 
Office employees are frequently moved from less sensitive 
work to more sensitive work at a moments notice (e.q., the 
clerical support staff in the Correspondence Unit may be 
asked to temporarily serve in the Chief of Staff or Counsel's 
Office). 

The following is a list of the current position titles used by 
the White House Office. These continually change as new staffing 
decisions are made. A current listing of position titles may be 
produced from a personnel data base when necessary to meet such 
a requirement. All current and future positions in the White House 
Office have been identified as testing designated positions, the 
incumbents of which will be subject to random testinq. 

Administrative Assistant(s) 
~dministrative Officer 
Assistant Chief Telephone Ooerator 
Assistant Director(s) 
Assistant Press Secretary 
Assistant Senior Telephone Operator(s) 
Assistant Supervisor(s) (Various) 
Assistant(s) to (Positions Title) 
Assistant(s) to the President For (Various) 
Associate Counsel(s) to the President 
Associate Director(s) 
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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 Associate Director(s) 
Deputy Chief of Statf 
Deputy Counsel to the President 
Deputy Director(s) 
Deputy Executive Clerk 
Deputy Press Secretary 
Deputy Social Secretary 
Deputy(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) 
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Search and File Assistant(s) 
Search and File Clerk(s) 
Secretary(s) 
Security Assistant 
Senior Associate Counsel to the President 
Senior Mail Analyst(s) 
Senior Tele?hone Operator(s) 
Senior Trip Coordinator 
Social Secretary 
Special Assistant to the First Lady 
Special Assistant(s) to (Various) 
Special Assistant(s) to the President for (Various) 
Special Projects Assistant 
Speechwriter(s) 
Staff Assistant(s) 
Staff Researcher(s) 
Staff Writer 
Supervisor(s) (Function or Office) 
Telephone Operator(s) 
Television Coordinator 
Travel and Transportation Assistant 
Trip Coordinator 
Voucher Examiner 
Writer(s) 

Part A. 
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C. Administrative Relief 

If an employee of the White ijouse Office believes that his or 
her position has been wrongly designated as a testing designated 
position, the employee 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 days. 

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 fncts and 
circumstances of that case shall be presented to the Assistant to 
the President for Op~rations who shall decide whether to proceed 
with testinq. 

F. Applicant 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. 



APPENDIX 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 B. Executive Residence at the White ~ouse 

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 ?oli~y 

Part L. Office of the U.S. Trade ~epresentative 

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

Part N. President's Foreign Intelligence Advisory 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. 



--APPENDIX B ---- ----

- -
~J 

- 5=.~ 

-- -- -- -
- -- -

= 
--

-= = = - - -- -:; 
~ 

-------- · -- -- -- -- - -- - -

Monday 
. April 11, 1988 

Part IV 

Department of 
Health and Human 
·Services 
Alcohol, Drug Abuse, and Mental Health 
Administration 

Mandatory Guidelines for Federal 
Workplace Drug Testing Programs; Final 
Guidelines; Notice 



11970 Federal Register / Vol. 53, No. 69 / Monday, April 11, 1988 / Notices 

DEPARTMENT OF HEAL TH ANO 
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, 
the document contains internal cross­and Human Services (DHHS) adopts 

scientific and technical guidelines for references, particularly from Subpart C 
Federal drug testing programs and to Subpart 8. 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 

. SUPP\.EMENTARY INFORMATION: These program, it is worth noting that a 
Final Guidelines, titled "Mandatory number of commentors 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 certification/licensure mechanisms of 
section 503 of Pub. L. 100-71, the the Medicare and Clinical Laboratory 
Supplemental Appropriations Act for Improvement Act of 1967 (CUA) 
fiscal year 1987 dated July 11, 1987. 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 
published in the Federal Register; that testing laboratories. 
interested persons be given not less than The Medicare and CUA certification 
60 days to submit written comments: requirements apply to laboratories 
and that after review and consideration conducting. a wide range of medical 
of written comments. final guidelines be tests, having been designed for any 
published which: medical testing laboratory receiving 

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 fulrreliability 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 

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

Ill. Establish appropriate standards procedures for collection of specimens 
and procedures for periodic -review of and for handling specimens during 
laboratories and criteria for certification testing and storage. 
and revocation of certification 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. Subpart 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. tilled "Certification of specific to urine assays for the presence 
La boratories Engaged in Urine Drug of illegal drugs: and 
Testing for Federal Agencies," responds • Specific educational and experience 
lo item 111. 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 to 
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 tes ting 
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 mandated 
by the President and the Congress. 
These Guidelines set standards for such 
a certification 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(e)). 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 system is 
to protect community safety through the 
apprehension. adjudication. and 
punishment of law violators; (2) the 
incidence of drug use among those unde r 
the jurisdiction of the criminal justice 
system is high: and (3) the lega l interes ts 
at issue in the criminal justice system. 
including liberty, privacy, and property 
interests, are different and. therefore , 
are subject lo established practices. 
constitutional protections, and 
evidentiary rules specific to the criminal 
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justice system. The Guidelines also do 
not apply to military ·testing of service 
personnel or applicants to the military. 

Response lo 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 time in some 
type of secured long term 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 
rejected the split sample requirement. 
Furthermore. these Guidelines 
specifically reject allowing the te11ted 
employee or anyone else from 
presenting to the Medical Review 
Officer a split sample or private sample 
that does not fully comply with these 
Guidelines. 

2. A number of commentors said that 
specific educational and experience 
requirements for laboratory directors 
and supervisors were too restrictive und 
tha t specific board certifications, 
experience. and degree requi•ernents 
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 lie 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 
witness 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 
functions. it is essential that 
comprehensive oversight and control of 
the responsibilities cited above be 
exercised by those who are directly 
responsible on a day-to-day basis for 
the laboratory. who are accountable for 
the test results. and who may be called 
on to consult with the agency for which 
testing is performed as well as to appear 
a t any legal proceeding to defend the 
quality of tr.11ting in thP. labora tory. 
Therefore. the Guidelines set functional 
employee qualification standards which 
a re e~sP.ntial to the mission of a drus 

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 import'ance by-0mitting 
qualifications for them. However, by 
holding the appropriate laboratory 
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 quality of 
testing, the Department expects to 
ensure a standard of excellence in drug 
testing without setting additional 
personnel requirements. This reliance on 
the qualifications of the individuals 
responsible for the day-to-day 
management and operation of urine drug 
testing laboratories does not prohih it the 
laboratories themselves from setting 
additional employees standards which 
may include specific credentials. 
ce rtifications. licenses. registries. etc .. 
for specific functions . 

However. once a laboratory is 
certified in accordance with the:;e 
Guidelines. laboratory employees whose 
functions are prnsr.ribed by 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 
indiv"idual has overall responsibility for 
an entire multispeciality laboratory). 

• Attest to the validity of the 
laboratory's test reports. This individual 
may 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 quali{y 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)(2l(iii)). 
Together with the specific analytical 
forensic toxicology experience required 
in 2.3(al(2l(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." This 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 !I.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 'this 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 
consh1tent terminology, and to eliminate 
the need to compare similar provisions 
by using identical provisions when 
appropriate. In this regard. the personnel 
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 tests 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 performed at the same 
time (3.5). Although use of separate 
screening and confirmation laboratories 
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-sitefoitial screening tests are not 
relevant to the current Federal testing 
program. 

4. Several commenters indicated that 
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 Guidelines include 
a section to centralize the definitions 
that appeared in the proposed document 
and add definitions to several 
previously undefined terms {1.2) . The 
term "proficiency testing" has been 
edited throughout to read "performance 
testing" as a more precise rr.flr.ction of 
the nature of the testing with which 
these Guidelines are conr.erned. 

5. A number of commenters said tha t 
the cutoff limits for the reporting of 
positive results should be higher or 
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lower than those proposed (see 52 FR 
30641). There also were conimentors 
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 sel 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.-Llkewise, confirmation 
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(f)). 

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 11 of the Controlled Substances 
Act. However. nothing in these 
Guidelines 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 thfft the correct 
individual will be tested. Since most 
Federal agencies already issue photo 
identification cards to thP.ir employees 
and most employees have a driver's 
license with photo identification, it is 
not unreasonable to require this form of 
identification for individuals presenting 

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(f)(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 taped or sealed shut 
but rather require that precautions be 
taken to ensure that unadulterated 
specimens are obtained. Among the 
precautions included in 2.2(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 ther-e be no other 
source of water in the enclosure where 
the sampe is given. 

9. Several commentors requested 
more specific 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(11(161). 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 re(Juire such 
ob~P.rvations to be documented in the 
permanent record book. WhilP. it may he 
desirable to provide specific 
descriptions of or guidelinP.s 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 lo believe" are 
set out in 2.2(f). For example. 2.2(11(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)(8)). 
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 permit an individual to 
volunteer to have an oral temperature 
reading 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(11(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 it is established. Therefore. 
the Guidelines provide that the second 
specimen shall be collected as soon as 
possible whenever there is reason to 
believe that the particular individual 
may alter or substitute the specimen. 
(2.:?(11(161). 

11. Several commentors wanted to 
know the basis for the choice of cor.aine 
and marijuana as the drugs required to 
be screened by all agencies. The 
requirement that all agencies screen for 
cocaine and marijuana was based on 
the incidence and prevalenr.e of their 
abuse in the general population and the 
experienr.es 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 
posHive 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 stated 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 
test 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 Guidelines. 

13. Several commentors indicated that 
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(0 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(0 
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 
inappropriate 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 results. In 
instances where an agency determines 
that it has a need for immediate 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). 

15. 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 I.hat 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 posi_tive 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. Because 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 initial 
test be eliminated since cost should be 
left to the agency and the laboratory and 
techniques other than immunoassay 
should be used to test for certain drugs. 
The term "inexpensive" was not 
intended to set specifi ca tions for prir.e: 
that is a matter for nP.gotiation between 
the laboratory and the contracting 
Federal agency. It was meant to serve as 
part of a generic description of the 
procedure and purpose of a scrP.P.ning 
assay. The term. "initial test" has been 
revised in 1.2 and does not use the word 
"inexpensive". 

17. Several commentors indicated that 
more specific guidelines should be 
issued to assure the security of lest 
results whether sent by mail or by 
electronic means. The GuidelinP.s clarify 
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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 
indi1,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. 
100-71 provides that 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. 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 lo 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 
required 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)). 

20. 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 
unmatch~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(f) (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(()(2)). In addition. a principal 
responsibility of the collection site 
person is to 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 aign the permanent record book to 
certify that the identified sampre 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 lo 
test its own employees following the 
procedures in the Guidelines by making 
the requirement a term or condition of 
the contract. 

22. One commenter indicated that the 
proposed requirement for signing a 
procedure manual on an annual basis 
was in conflict with CUFJ'ent DHHS 
efforts in the Medicare and CLIA 
programs to delete the annual 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 ii de~ermines 
that samples no longer need lo 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 B 
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)). 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 at 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 to 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,ie persoMel 
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 
persoMel. 

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 □HHS contractor 
or □HHS 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 othfr about 
laboratory performance (2.!i(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 reported 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. 
quantitation 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 □HHS to recognize 
;ertification 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 (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 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 whether the 
checklist represented an additional or 
different set of requirements. Relevant 
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 □HHS-recognized 
certifica lion 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 de tailed 
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 (b)) . A ll 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. 

JJ. Some commentors indicated that 
the number of blind performance test 
samples required to be run by the 
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laboratorie:i (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 indicated 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 
perio.d 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 
sample·s are to be blank (i.e .. certified to 
be drug free) and the remaining samples 
are to be positives (Z.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 eanalysis of 
previously run specimens in ~he 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 resu_lts who 
were tested between the time of 
resolution of the error and the preceding 
cycle of correct results. In the case of an 
administrative error, there are no plans 
to automatically have all 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 incorrectly, 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 
VII hich the values where uncertain and 
fo r those analytes for which the values 
were uncertain. However. it would be 
unproductive to require the automatic 
r ete:iting of all specimens for any error. 

Agency policy .under which 
inc..l ividuals are notified of errors will 
depend on the circumstances. If the 
error is corrected before the results are 
rei,orted to any employee, ii 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 circumstances 
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 tenn refers are incorrect 
transcription of test results or errors in 
record ing 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 equipmimt. 
Clea rly analytical errors are not 
considered ··administrative:· While it is 
not possible to write guidelines that 
r.over every possibility. al no place in 
these Guidelines are incorrect anulyses 
considered administrative error hut 

ra ther are 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 
representatives should 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 members 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 nece:ssary 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 high 
quality testing standards to develop a 
priori statements about the mngnitude 0f 
an offense or a combina tion cf 
violations and lo formula te necessarv 
actions in respom1e to each possible · 
violation of the provisions of 3.13. All 
five factors listed are considered serious 
violations of these certifica tion criteria. 
and it is not necess11 ry for more than 
one factor to be viola tec..l to ta ke act ion 
aga inst a laboratory. However. the 
Guidelines retain the nexihility for the 
Secretary to c..letermine that revoca tion 
is necessary to ensure the full relia bili ty 
und accuracy of drug tests and the 
accurate reporting of lest results 
(3.13(bJ). 
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38. Several c6mmentors 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(b)(l)(v)). 

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 for drugs for 
which employees may be tested for 
consistency with those currently used 
by the Department of Defense. it was 
necessary to modify the values of the 
various performance test samples 
correspondingly. We have clarified that 
a laboratory must achieve an overall 
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 proces.s 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 commentor 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 
potential impact on public safety of false 
negative results. The Guidelines 
continue to require that negative results 
be reviewed carefully and atte~ted to by 
the proper officials in the same way as 
positive results (2.4(g)l . 

43. One commentor wanted us to 
specify the time the individual 
responsible for day-to-day manai;:ement 
must spend in the laboratory. No chHnge 

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(i)). 

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 1.1(11, 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 labora tory 
certification standards apply to 
laboratories which have or seek 
certification to perform urine drug 
testing for Federal aµ encies. a paragraph 
was added to the applicability section. 
1.l( r. ). stating that t>ubpart C of the 
Guidelines a pplies to any laboratory 
which has or seeks such cert ific a tion 
and that certification is required to 
perform urine drug testing for Federal 
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 Requirements 

Information collection and 
recordkeeping requirements which 
would be imposed on laboratories 
engaged in urine drug testing for Federal 
agencies concern quality assurance and 
quali~y 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 (0. 

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. L. 100-71 as set forth below: 

MANDATORY GUIDELINES FOR 
FEDERAL WORKPLACE DRUG 
TESTING PROGRAMS 

Subpart A-General 

1.1 Applicability. 
1.2 Definitions. 
1.J FuturP. Revisions. 
Subpart B-Scientific and Technical 
Requirementa 

:!.1 The Drugs. 
Z.2 Specimen Collection Procedures. 
2.J Laboratory Personnel. 
2.4 Laboratory Analy~is Procedures. 
2.5 Quality l\ssurance and Qual ity Control. 
2.6 In te rim Certification Procedures. 
2.7 Reporting and Review of Results. 
2.8 Protection of Employee Records. 
2.9 Individual Access to Test and 

Laboratory Certification Results. 

Subpart C-Certification 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. 
3.6 Security and Chain of Custody. 
3.9 One•Year Storage for Confirmed 

Positives. 
3.10 Documentation. 
3.11 Reports. 
3.12 Certification. 
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 Inspection.. 
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 Unifonned 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 agencies under a dru~ 
testing program conducted under E.0. 
12564. Only laboratories certified under 
these standards are authorized to 
perform urine drug testing for Federal 
agencies. 

- ,.. 

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

(el 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:i 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 time 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. 

CoJJection 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 
training to carry out this function. 

Confirmatory Test I\ sec.ond 
ana lytical procedure to identify the 
prP.sence of a specific drug or metaboli te 
which is independent of the initial test 
and which uses a different technique 
and chemical principle from that of the 
inlitial test in order to ensure reliability 
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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 8-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 II of the 
Controlled Substances Act (CSA), but 
not when used pursu.rnt to a valid 
prescrip tion 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 tes ting 
programs shall test for drugs as foll ows: 

(1) Federal agency applicant and 
ra ndom drug IP.sting programs sha ll at a 
minimum IP.s t for marijuana and 
cocaine: 

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

(3) When conducting reasonable 
suspicion, accident. or unsafe practice 
testing, a Federal agency may test for 
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 
tesring 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. 1~71. 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 necessary 
personnel. materials, equipfuent, 
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 au thorized 
individual or place to another shall 
always be accomplished through cha in 
of custody procedures. Every effort shall 
be made to minimize the number of 
persons handling specimens. 

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

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 tha t 
unadulterated specimens are obta ined 
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 to 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 adultera te the 
individual's urine specimen. The 
collection site person shall ensure tha t 
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 sha ll be instructed 
to was h and dry his or her hands prio r 
to urination. 

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

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

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

(9) In the exceptional event that an 
agency-designated collection site is not 

-accessible and there is an immediate 
requirement 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 (f)(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 tn 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 shall c:ontact the 
appropria te authority to obta in guidance 
on the action to be taken. 

(11) After the specimen has been 
provided and submitted to the collec:tion 
si te person, the individual 8hHII be 
allowed to wash his or her hands. 

(121 Immediately after the specimen is 
collected, the collection site person shall 
measure the temperature of the 
spec:imen. The tempera turP. measuring 
devicP. used must accurately reflect the 
tP.mpP.rature 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.S--37.7.C/ 
90.S--99.a•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 substit~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 
lime 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 labP.I which contains the 
date, the individual's specimen numbP.r, 
and any other identifying information 
provided or required by the agency. 

(201 The individual shall initial the 
identification label on the specimen 
bottlP. for thP. purpose of certifying that it 
is the specimen collected from him or 
her. 

(21 I ThP. collection site pP.rson shall 
P.ntcr in the pP.rmanent record book all 
information identifying the specimen. 
The collec:tiun site pP.rson shall sign the 
permanent record book OP. XI to the 
identifying information. 

(22) The individual shall be asked to 
read and sign a statement in the 
permanent record book certifying tha t 
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 safeguarded 
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 

ma·ximum extent possible, collection site 
personnel shall keep the individual's 
specimen bottle within sight both beforn 
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 final 
disposition of the specimen. The date 
_and purpose shall be documented on an 
approved chain of custody form each 
time a specimen is handled or 
transferred and every individua l in the 
chain shall be identified. Eve ry P.ffort 
shall be made to minimize the number uf 
persons handling specimens. 

(h) Transportation lo laboratory. 
Collection site personnel sha ll arrange 
to ship the collected speci m,ms to the 
drug testing labora tory. The specimens 
shall be placed in c:o nta iners des igned to 
minimize thP. possibility of damage 
during shipment. tor exa mple. spcc:i men. 
boxes ur padded rn ai lerg; and thosP. 
conta iners sha ll be sec:urP. ly sP.u led to 
eliminate the possibility of undP.tected 
tampering. On the tape sr.a ling thP. 
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con.tainer, 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) Th~ 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) Certification 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 

(8) 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 laboratory. 

(4) This individual shall be 
responsible for ensuring that there are 
enough personnel with adequate 
training and experience to supervise and 
conduct the work of the drug testing 
laboratory. He or she shall assure the 
continued competency of laboratory 
personnel by documenting 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 shalt 
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 
ofthe 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){l).) 

(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) Thia 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 perform 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 laboratory. 

(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) shall have at 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. 

(fl 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 
access to the premises and to ensure 
that no unauthorized 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 urine testing or 
on behalf of the Secretary, all authorized 
visitors and maintenance and service 
personnel shall he escorted al 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 maintain 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 appropriate chain 
of custody form each time a specimen is 
handled or transferrr.d. and everv 
individual in the chain shall be -
identified. Accon.lingly. authorized 
technicians shall he responsible for each 
urine specimen or aliquot in their 
possr.ssion and shall si~n and complete 
chain of custody forms for those 
specimens or aliquots as they are 
receivP.d. 

' I 
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{b) Receiving. (1) When a shipment of 
specimens is received. laboratory 
pt!rsonnel 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 wfll 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 Refrigerat~d Storage. 
Specimens that do not receive an initial 
test within 7 days of arrival at the 
laboratory shall be placed in secure 
refrigeration units. Temperatures shall 
not exceed 6°C. Emergency power . 
equipment shall be available in case of 
prolonged power failure. 

(d) Specimen Processing. Laboratory 
facilities for urine drug testing will 
normally process specimens by grouping 
them into batches. The.number of 
specimens 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 of drugs: 

lnot,al 
test 
level 

(ng/ml) 

MaroIuana met~bolites. ..... ..................... .. .... ... . t 01) 
Cocaine metabolotes ..... .... ..... .. ....... .............. .. JOO 
Opiate metabollles ..... ........ ........................... .. 1 JOO 
Phencychdone .. ...... ..... ... ................... .... ............ 25 
Amphetamines ................................................. t .000 

1 25ng/mt 11 immunoassay soec1lic tor free mo(• 
phone. 

(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 submitted1in writing 
by the agency for the written approval 
of the Secretary. 

(/) 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
lOl'f test 

level (ng/ 
ml) 

Marijuana metabolite • .................................. 15 
Cocaine metabolite• .............................. - ... 150 
Opiates: 

Morphine................................................. • 300 
Codeine ·················................................. • 300 

Phencyciidine ................................................. 25 
Amphetamines: 

Amphetamine......................................... 500 
Melhamphetamine .................. - ............. 500 

• Oelta-9-tetrahydrocannabinol-9-carboxylic 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 shall 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 
agency'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. 

(3) 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 
and limit access fo any data 
transmission, storage, and retrieval 
system. 

(S) 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 noi 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: 
(Al Number of specimens received: 
(8) Number of specimens reported out: 

and 
(C) Number of specimens screened 

positive for: 
Marijuana metabolites 
Cocaine metabolites 
Opiate metabolites 
Phencyclidine 
Amphetamines 
[ii) Confirmatory Test ing: 
(A) Number of specimens .-cceived for 

confirmation: 
(Bl Number of specimens confirmed 

positive for: 
Marijuana metabolite 



11984 Federal Register / Vol. 53. No. 69 / Monday. April 11, 1988 / Notices 

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. □HHS or any Federal 
agency for which the laboratory is 
performing drug testing services. 

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

[h) LlJng-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 
time, but if no such request is received 
the laboratory may discard the 
specimen after the end of 1 year, except 
that the laboratory shall be required to 
maintain any specimens under legal 
challenge for an indefinite period. 

{I} Retesting Specimens. Because 
some analytes deteriorate or are lost 
during freezing and/ or storage, . · 
quantitation for a 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 Facilities. (1) 
Laboratory facilities shall comply with 
applicable provisions of any Sta te 
licensure requirements. 

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

(/) Inspections. The Secretary. any 
Fe<.IP.ral agency utilizing the laboratory, 

or any organization performing 
laboratory certification on behalf of the 
Secretary shall reserve the right to 
inspect the laboratory at any time. 
Agency contracts with laboratories for 
drug testing, as well as contracts 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 □HHS 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 LlJborotories.-(1) 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, sens1tiv1ty 
of the methods, cutoff values, 
mechanisms for reporting results, 
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 
da te. 

(JI Instruments and Equipment. (i) 
Volumetric pipettes and measurin~ 
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 proCF!dures 
for instrument set-up and normal 
operation, a schedule for c~e~king 
critical operating character1st1cs for all 
instruments; tolerance limits for 
acceptable function checks and . 
instructions for major trouble shooting 
and repair. Records shall be available 
on preventive maintenance. 

(4) Remedial Actions. 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 documentation that 
these procedures are followed. . 

(5) Personnel Available To Test1f y at 
Proceedings. A labo.rat~ry shall hav~ 
qualified persoMel available to testify 
in an administrative or disciplinary 
proceeding against a Federal employee 
when that proceeding is based on 
positive urinalysis results reported by 
the laboratory. 

2.5 Quality Assurance and Quality 
Control. · 

{a) General. Drug testing laboratories 
shall have a quality assurance program 
which-encompasses all aspects of_ th~ 
testing process including but not hm1ted 
to specimen acquisition, cha.in 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] Urinl! specimens certified to 
contain no drug; 

(2) Urine specimens fortified with 
known standards: and 

(3) Positive controls with the dru~ or 
metabolite al or near the tfireshold 
(cutoff) . 
In addition. with each ba tch of samples 
a sufficient number of standards sha ll 
be included to ensure and document the 
linearity of the assay method over time 
in the concentra tion area of the cu toff. 
After acceptable values are obtained for 
the known standards, those values will 
be used to calcula te sample da ta. 
Implementation of procedures to ensure 
that carryover does not contaminute 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 
(cutoff). 
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 DHHS or a 
□HHS-Recognized certification program 
in accordance with these Guidelines. 
Laboratory participation is encouraged 
in other performance te"Sting 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 !alt satisfactory performance test 
cycle. This retesting shall be 
documented by a statement sigµed 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 
(3.13) 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: 

(al 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 laboratories approved for interim 
certification under paragraphs (a) and 
(b) of this section shall become certified 
in accordance with Subpart C within 120 
days of the date of this notice. 

2.7 Reporting and Review of Results. 

(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 altema·te 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. Th£ 
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 result 
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 resul t 
This action could include conducting a 
medical interview with the individual. 
review of the individual's medical 
history. or review of any other relevant 
biomedical factors. The Medical Revie, 
Officer shall review all medical recordf 
made available by the tested individua 
when a confirmed positive test could 
have resulted from legally prescribed 
medication. The Medical Review Offic, 
shall not. however, consider the result s 
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 
nf 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 GC/MS confirmation testing 
for opiates confirms the presence of 6-
monoacetylmorphine.) 

(e) Reanalysis Authorized. Should 
any question arise as to the accuracy or 
validity of a positive test 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. 

(fl 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 review 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 equivalent 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 identifvinsz information in such 
reoorts. 

2.8 Protection of Emr,loyee 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 Introduction. 

Urine drog 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 drog 
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. 

3.2 Goals and Objectives of 
Cert1fication. 

(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 order 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 biannual inspections will be 
required to maintain certification. 

(c) Urine Drug Testing Applies 
Analytical Forensic Toxicology. The 
possible impact of a positive test result 
on an individual's livelihood or rights, 
together with the possibility of a legal 
challenge of the result, sets this type of 
test apart from most clinical laboratory 
testing. In fact, urine drug testing should 
be considered a special application of 
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 a ll 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 confinnatory GC/MS 
methods specified in the.se Guidelines. 
The certification program will be limited 
to the five classes of drugs (2.l(a) (1) 
and (2)) and the methods (2.4 (e) and (f)) 
specified in these Guidelines. The 
laboratory will be surveyed and 

. performance tested only for these 
methods and drugs. Certification of a 
laboratory indicates that any test result 
reported by the laboratory for the 
Federal Government meets the 
standards in these Guidelines for the 
five classes of using the methods 
specified. Certified laboratories must 
clearly infonn 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 h'ave the 
capability, at the same laboratory site, 
of performing both initial immunoassays 
and confirmatory GC/MS tests (2.4 (e) 
and (f)) for marijuana, cocaine, opiates, 
amphetamines, and phencyclidine and 
for any other drug or metabolite for 
which agency drug testing is authorized 
(2.l(a) (1) and (2)). All positive initial 
test results shall be confirmed prior to 
reporting them. 

3.8 · Personnel. 

Laboratory personnel shall meet the 
requirements specified in 2.3 of these 
Guidelines. These Guidelines establish 
the exclusive standards for qualifying or 
certifying those laboratory personnel 
involved in urinalysis testing whose 
func tions a re prescribed by these 
Guidelines. A certification of a 
laboratory under these Guidelines shall 
be a determination that these 
qualification requirements have been 
met. 

3.7 Quality Assurance and Quality 
Control. 

Drug testing laboratories shall have a 
quality assurance program which 
encompasses ell 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 2.4(a). 

3.9 One-Year Storage for Confirmed 
Positives. 

All confinned 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 2.4{m). 

3.11 Reports. 

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

3.12 Certification. 
(a) General. The Secretary may certify 

any laboratory that meets the standards 
in these Guidelines to conduct urine 
drug testing. hi 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 detennining whether to 
certify a laboratory or to accept the 
certification of a □HHS-recognized 
certification program in accordance with 
these Guidelines, the Secretary shall 
consider the following criteria: 

(1) The adequacy of the laboratory 
facilities: 

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

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

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

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

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

J.13 Revocation. 
(a) General. The Secretary shall 

revoke certification of any laboratory 
certified under these i;rovisions 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 reliab ili ty 
and accuracy of drug tests and the 
accurate reporting of test results. 

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

(1) Un~atisfactory perfonnance 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: 

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

(SJ 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 
tenns 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 □HHS-recognized 
certification program in accordance with 
these Guidelines. 

(b} Period and Terms. The period and 
terms of suspension shell be Je te rmined 
by the Secretary and shall dP.pend upon 
the facts and circumstances of the 
suspension a nd the need to e nsure 
accurate and reliable drug testing of 
Federal employees. 

3.15 Notice: Opportunity fo r Review. 

(a} Written Notice. When a labora tory 
is suspended or the Secretary seeks to 
revoke certification, ·the Secretary shull 
immedia tely serve the laboratory with 
written notice of the suspension or 
proposed revoca tion 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 DHHS-recognized certification 
program in accordance with these 
Guidelines. · 

3.16 Recertificatian. 

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 OHHS­
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 □HHS-recogn ized 
certification program. 

3.17 Performance Test Requirement for 
Certification. 

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

certification [buth 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 thre.e 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 labor:Jtory 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-Operr Performance 
Test. The laboratory shall report results 
of open performance tests to the 
certifying organization in the same 
manner as specified in 2.4(gl(2) for 
routine laboratory specimens. 

3.18 Performance 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 a na lytes. 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 goinH to different 
laboratories will vary hut, within any 
annual period, all laboratories 

participating will have anaiyzed 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 leve ls 
set at least 20 percent aoove 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 CC/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 of Peformance Testing. 

(a) Initial Certification. (l) 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. 

(SJ For any individual drug, an 
applicant laboratory shall successfully 
detect and quantitate in accordance 
with paragraphs (al(:?) , (a)(3), and (al[4) 
of this section at least 50 percent of the 
total drug challenges. Failu re to 
succe:isfully quantita te a l leas t 50 
percent of the challenges fo r any 
individual rlruH will result in 
disqualification. 

(bl Ongoing Testin.lJ of Certified 
labaratories.-(1/ False Positives and 
Procedures for Dealing IVith 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)(t)(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 furthet 
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 lime of the last satisfactory 
performance test cycle. This retesting 
shall be documented by a stale!l}ent 
signed by the individual responsible for 
the day-to-day management of the 
laboratory's urine drug testing. 
Depending on the type of error which 
caused the false positive, this retesting 
may be limited to one analyte or may 
include any drugs a laboratory certified 
under these Guidelines must be 
prepared to assay. The laboratory shall 
immediately notify the agency if any 
result on a retest sample must be 
corrected because the critierie 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 s1\spension or revocation of 
certificat•.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,,[ean. No quantitative values 
obtained by a .certified laboratory may 
differ by more than 50 percent from the 
calculated reference group mean. 

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

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

to successfully quantitate. The 
laboratory shall be allowed 5 working 
days in which to provid~ any 
explanation for its unsuccessful 
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 
certification. 

3.20 Inspections. 

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

J.21 Results of Inadequate 
Performance. 

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

[FR Doc. 08-7864 Filed 4-8-88: 8:45 um! 
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~,ft,jate Adds $2~-~ Billion .to Anti-Drug ProgTams 
By JONATHAN FUERBRINGER .be put int_o effect In separate legisla- "This thing is unfolding-every day,_" 

5pec1a1ioTheNewYor1<T1mea tion. The tax increases for 1989 were said Senator Lawton Chiles, Democrat 
WASHINGTON,.April 14 - The Sen- approved in the ptloposals approved of Florida, the chairman of the Senate 

ate today approved a $1.1 trillion last rear to carry out the first yea~ of Budget Committee. 
budget resolution for 1989 that the two-year bu~get compromise._ . "If you want to call it a budget bust­
breached its own spending ceilings by Some of the spending cuts were also l?r, that doesn't offend me," said Sena-
Including billions of dollars for a new approved then. . · tor Dennis DeConcini Democrat of Ar- • 
war on drugs in an election year. The Senate budget outline, which is lzona. . ' · 

The drug issue is already playing a similar. to the $1,098.2 billion budget If a bidding war on anti-drug pro--
major role in ·the Presidential cam• resolution approved by ,the House of gram develops this year, It will be simi­
paign, and the Senate got into the act, Re~resentauves . in late . !darch, Jar to the one in the 1986 Congressional 
unanimously approving an amendment proJects a def1c1t of $136 b11hon, al- election year. In the end, $1.7 billion 
adding $2.6 billion to anti-drug pro- though most House and ~nate.lead~r.s was approved for 1987, although there 
grams. The move brings the 1989 allo- acknowledge that 1!1e es~1mate 1s pohu- has been some criticism on how it has 
cation to $6.6 billion, a 91 percent in- · cal al_ld over!Y optnnlst1c. Ttte emph~- been spent About $3.5 billion was ap-
crease over this year's level. s!s this yeans not on redu~i~g the defi- proved for the current fiscal year. 

"Now on drugs the Congress ls cit but on keeping the def1c1t Issue out The Senate action . came on an • 
really afraid not td act," said Senator of politics ~s much as possible. amendment sponsored by Senator Al-
Arlen Specter; Republican of PennsyJ. The ~ha1rma~ of the House Budget fonse M. D'Amato, Republican of New 
vania, who earlier had won approval of Committee, Wilhan:i H. Gray 3d, Demo- Yor:k, and Mr. DeConcini. While the 
his own amendent to add another $125 crat of Pennsylvania, said of the forth- budget resolution does not specify how 
million to the anti-drug program. "I~ is coming House-~nate conference, "I the anti-drug money will be used, it is 
not a matter of leadership. We are am sure these differences can be re- aimed in general at treatment, educa-
being pushed into it by an irate public." solved." tion and-law enforcement. 

To diminish the impact of breaching Compromise Largely Followed 
tt.s ~eil~ngs, the Senate set aside the.$2.6 Except for the anti-drug proposal, 
bJ!hon in a se1;>arate reserye fund, to be both the Senate and House budget reso-
tapped only 1f the President agrees, • f I th d f' · 
a d st'pulated that it be offset by addi- lution~ 01 ow e two-year e icit, 
_n I reducing compromise reached by Con-

tiona! re'(enue s.0 as n~t to inc~ease the gressional leaders and the White House 
def.1c1t. One option _being coosidered Is at their budget summit late last year 
to increase ~llections ~Y the Intern~! after the stock market collapse. 
Revenue Service by adding more audi- Because of this agreement, there has 
tors. been no controversy over the budget 

-Goes to Conference · this year, In marked contrast to the 
The Office of Management and rest of the budgets during the Reagan 

Budget had no comment on the Senate Administration. 
action. President Reagan had re- That compromise is supposed to 
quested $3.9 billion for anti-drug pro- save $76 billion over two years, with a 
grams in fiscal 1.989. combination of tax increases, spending 

The Senate ·budget, approved 69 to 26, reductions and the sale of some Fed­
now goes to a conference committee to eral .assets. Spending increases were 
work out the differences with the allowed for the military budget, foreign 
House version, which contains about $-4 assistance and some domestic pro-
billion for drug programs, grams. 

The budget resolution, .once it · is After the 93-to-O vote on the $2.6 bil-

In both the House and the Senate, 
leaders acknowledge that the deficit 
for fiscal year 1989 could be around 
$170 billion, $34 billion more than the 
$136 billion projected in the Senate 
budget for 1989 and more than the defi­
cits for 1987 and 1988. But leaders are 
not looking ·tor more spending cuts or 
new tax increases. 

This is of little concern because· the 
$136 billion deficit projection in the 
Senate and the $134 billion in the House 
proposal are under the 1989 deficit ceil­
ing set in the.budget balancing law and, 
the ref ore, would prevent the triggering 
of the law's automatic spending cuts. 
The higher deficit estimate is based on 
the economic forecast of the Congres­
sional Budget Office. But the budget ls 
based on the more optimistic forecast· 
of the Reagan Administration. 

"The possibility exists that the eco­
nomic assumptions we use might lead 
to a higher deficit," admitted Senator 
Chiles. "And that's a problem." 

adopted in a compromise form by the lion addition ·~o the drug program 
House and the Senate, sets the general Wednesday night, both the chairman 
outlines for taxes and spending for the and the ranking Republican on the Sen­
fiscal year '1989, which t,eginsnext Oct. ate Budget Committee sought to justify 
1. The budget resolution does not re- the move by declaring that, In just the f 
quire Presidential approval. two weeks since the committee ap- r 

But the actual tax increases and proved about $4 billion for an anti-drug 
spending redu~tions to achiev.e the sav- program, it was discovered that far 
ings proposed in the blueprint have to more money was needed for the battle. -
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I Senate Votes to Sanction 
Mexico Over Drug Control 
B11 a WALL STREET JOURNAL Staff Reporter 

WASHINGTON-By a 2-to-1 margin, 
: the Senate voted for the first time to im· 

pose sanctions on Mexico for failing to 
aggressively combat narcotics traf· 
tickers. 

The 63-27 vote to slash foreign aid to 
the Mexican government-despite 
strong objections from the White House 
and Justice Department-is an impor­
tant symbolia defeat fpr.,,the Reagan ad­
ministration's internati&nal drug-control 
efforts. • \ i. 

The administration has expended 
considerable political capital over the 
years to block such congressional action 
on grounds that It would alienate the 
most important ally the U.S. has in 
Latin America. But escalating election­
year concern in the U.S. over the drug 
issue combined with recent allegations 
of corruption against Latin American of­
ficials, prompted yesterday's over­
whelming vote. 
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1Io1>.ntete1 Sime, 
·~ush Advocates 

1
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Quick Execution '. 
i : r Drug Lords 

CATHLEEN DIOC!KER. 
Staff Writer 

• YORK-Vice President , 
G4;,rge Bum. c:oncluding a cam­
paign trip meanl to showcase bis : 
urban concerns, declared Wednes­
day t.bal lbe dealh penally should 
be;c:arried out in .. swift" fashion for 
convicted drug kingpins. . 
~ said: --We've Sol to find a . 

way to do it swif'tly. Due process is · 
~. but we've Sol to find a way to 
apeed it up." Asked later bow be 
wciuld preserve constitutional pro­
tectloos while ltill ensuring quick 
~-be said: '1 don't know 
the .. answer to thaL I'm not a 
lawyer." 
~ Bush and the man be hopes 

tofflJCCeed, President Ronald Rea­
pn, took up lbe issue of drugs 
'Nesciay, but their comments about 
the state of America's anti-drug 
effort lefl lbem in rare disagree­
~L 

·- . 
, ........ 0u0wa' 
lteagan told lbe American Soci­

ety of Newspaper F.clitors in Wash­
ington t.bal "right now we're hold­
ing our own. 

MWe've stopped America's free 
fall into lbe drug pit," be added.. 
'1\'e're ptling our footing to climb 
out." 

BUib, however, while saying 
~l lbe country bad made "dra­
matic progress" against drug in­
stqency, said in New York that 
"we are barely holding our own 
against the flood of drugs, and in 
~e ways we are losing ground." 

.Asked who was right, Bush said 
blunUy: "Me. But I don't see a 
~tndiction here. I mean I know 
there's lbis insatiable desire to 
make a difference between me and 
lhe President, bul I think we can 
rationalize that to show you there's 
no difference." 

· In bis speech to a municipal 
association here on lbe last day of a 
lhree-day swing through New 
York stale, the probable Republi­
can nominee also unleashed vague 
criticisms of his Democratic coun­
terparts, contending that lbey bad 
been critical of the nation's drug 
eilforcement officers. 

! . 

.iiy-:;-::-u: nenls 
[ the anti-drug =., but 
, many of them have been out 
front for mandatory sentencing, 

I "J challenge the opponents of 
· ~penalties?" Bush charged. 

\ . ~standup,"besaid "You say 
· ·· is war-then treat it as such. 

't let these killers back on lbe 
ts." 

e refu8ed to elaborate on which 
th_e Democratic candidates be . 

ctrJskk!l'ed critical of drug agents. 

t 
"If lhe shoe fils, wear it," he said. 

· Bush wound up three days of 
C$Jnpaigning in New York by trav­
eling to a Harlem school and then 
~ to Buffalo and Rochester for 
l:fie( appearances. In lhe course of 
~ trip, be accented urban-orient­
~ concerns, keying on job training, 
far example, in economically vul­
nerable areas of western and up­
state New York. 

''We're going to need to train or 
r~train displaced workers and 
~u'ng job-seekers, people in Sche­
qectady who through no fault of 
their own were put out of work 
because of major technological 
changes," Bush told supporters in 
·that city Tuesday. . . ; . 
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The Tides 
Of Change 
'W,'n Ronald ,1 

Reagan's admin­
istration swept into 
Washington on a tide 
of popularity and 
political purpose not 

SPECIAL REPORT 

· seen since Franklin D. ,_/Doaaio ___ _ 
Preeldeal ._... fond lllai revelaU.. an llanl te 

Roosevelt' S first -•IIJllllllewvld'e.w.aM1Decncy. 

election, pundits talked of the Reagan 
Revolution, a fundamental change in American 
thinking that would last a generation or more. 

In the world's oldest democracy, 
though, revolutions are hard to come by. 
For those committed to a particular world 
view, the pendulum swings with a 

tw 
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Get the Users 
Southern california has been the 

breeding ground for all sorts of 
changes in American culture. Why not 
'Jet it show the rest of us how to wage 
the war on drugs: Crush the users. 

In Los Angeles, the residents are 
thrilled to see the police battling the · 
war on drugs by arresting suspects by 
the vanful. The new message is that if 
users don't just say no, the cops will 
just say, you're busted. 

In San Diego there is a federal 
prosecutor who is talcing on the users. 
District Attorney Peter Nunez has a 
"zero tolerance" program that ar­
rests suspects for possession when 
they cross from Mexico even if they 
have only a small amount of drugs. 
Newspapers print their names. 
There's not much recidivism. 

Ex-cop Mayor Tom Bradley and 
Los Angeles Police Chief Daryl Gates 
have ordered sweeps of the city's 70,· 
000 gang members. The gangs of 
south-central LA are in a murderous 
fight for control of the narcotics trade, 
a big business with big stakes. The LA 
dragnet that caught 1,000 suspects this 
past weekend, many for drug posses­
sion, is a sign that local authorities 
have little faith in the federal govern­
ment's war on the producers and sup­
pliers of drugs. Indeed, the interdic­
tion effort is an exercise in futility. 

The supply is endJess. The State 
Department's recent report on "ma­
jor" trafficking countries reads like a 
roster of almost the entire Third 
World-from Burma to Egypt and In­
dia and on and on. Even if every il­
licit plot of land from Colombia to 
Thailand were salted, the drug prob­
lem would remain-as domestic pro­
duction or synthetic narcotics. 

All this attention and enforcement 
money thrown at the suppliers has 
crowded out hard thinking about de­
mand-side solutions. One reason is 
that most prosecutors have thrown up 
their hands at going after the users. 
They've got a problem-the U.S. 
criminal justice system. 

.Fifteen years ago, drugs were 
more than tolerated; they were 
flaunted. And when juries refused to 
convict users for their seemingly 
harmless pastime, state legislatures 
abandoned tough user laws. The Su· 
preme Court also invalidated the va­
grancy Jaws, which turned the police 
into spectators and greatly facilitated 

street sales of drugs. Now, the public 
attitude toward drugs has changed 
radically. But the law remains locked 
up in a Warren Court time warp. 

The Miranda rule has become a 
symbol of the frivolous attitude to- , 
ward crime. An article in the Califor­
nia Western Law · Review measured 
the attention appeals courts have 
given just to reviewing the intricate 
legal issues surrounding Mirand,a 
claims, which the authors say lawyers 
"almost invariably" invoke if a client 
confesses. The Supreme Court has de­
cided 47 Miranda cases, the federal 
appeals courts 908 cases and the cali­
fornia appeals courts 363 cases. 

Sometimes the federal laws are 
there, but the will to use them is not. 
In 1984 Congress passed the "school­
yard law," which made it a federal 
crime punishable by twice the normal 
sentence to sell drugs within a 1,000-
foot radius of any public or private 
school. Colleges were added in 1986. 
These laws are mostly ignored. Non­
enforcement breeds users; if it didn't, 
the pushers wouldn't proliferate. 

Society's attitude toward drugs 
would also benefit if prosecutors , 
busted some celebrity users the way I 
England busted and imprisoned actor 
Stacy Keach for cocaine. The status 
quo now thinks celebrity drug users 
deserve six months in rehab. Maybe 
we're past the point of worrying about 
what they deserve. Maybe what soci­
ety deserves is to give them six 
months on Rikers Island. 

In Washington, D.C., where a lot of 
the nation's policy attitudes are set, 
the left has pilloried Edwin Meese for . 
urging a fight against users. But I 
across the country in Los Angeles I 
Mayor Bradley is backing his outspo­
ken police chief. The ACLU may be 
aghast at the tough tactics, but slum 
residents have been dialing 911 to 
thank the LAPD for finally cleaning 
up their streets. 

The lesson from LA is that tinies 
have changed. People are fed up with 
sleazy drug users and drug-related 
crime. Up to now, it's been too easy 
for politicians to blame foreigners for 
supplying the U.S. with drugs. A real 
solution will begin with more police 
and more prosecutors who have the 
will and the permission to talce on the 
scourge right here at home. 

• AGE 
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✓ . . . .. . 
· · .· Really want to stop drugs? Here's how I 

To the Editor: 
Reading about the prolifera­

tion of drugs and the bruen, 
challenging attitudes of the deal­
ers makes me believe that the 
"hand-wringing" stance on the 
part of most politicians and the 
Pollyanna say-no-t~rugs and 
we've-turned-the-corner bunk do 
nothing but lull us to sleep while 
the drug lords continue to de­
stroy our children. 

We should change our entire 
mind-set about the approach to 
handling the problem. 

First, we must stop considering 
the sale of drugs as some kind of 
mischievous misdemeanor. It is, 
and we must think this way, an 
assault with a deadly weapon and 
a conspiracy to commit murder. 
We must also hold as truth that 
possession "with intent to sell" 
represents a clear and compel­
ling danger to the community. 
Furthermore, occupying a house 
used for the sale of drugs confers 
on the occupants the titles of ac­
complice and conspirator. · 

Accepting these as premises, 
we need legislation that will im­
plement the idea that we will no 
longer tolerate the debasement 
and ultimate destruction of our 
children. · 

The legislation should define 
possession with intent to sell as: 

• Conspiracy to commit mur­
der. 

· • Possession of an illegal and 
lethal weapon. 

• A clear and deadly,danger to 
the community. 

• Ineligible for bail. 

This kind of legislation would 
free police officers from the pres­
ent impasse they now face. It 
would permit them to use deadly 
force in dealing with these peo­
ple, and it would also allow what­
ever is necessary to break into 
the "fortresses" and do whatever 
is needed to put an end to the 
trade. 

I do not believe that lives 
should be taken lightly, but I'm 
willing to forgo my conscience 
when it comes to drug-dealers. 
These "people" are both directly 
and indirectly murderers and de­
stroyers of the young and inno­
cent. They've forfeited their 
rights as human beings, and soci­
ety must declare "open season" 
on them. 

Dan Zissman 
Philadelphia. 




