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• "The Federal Government, as the largest 
employer in the nation, can and should 

show the way towards achieving
drug-free workplaces through a program 

designed to offer drug users a
helping hand...." 

--Executive Order 12564
September 15, 1986
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Established as a Deterrent Program

• Focused on demand reduction of illicit illegal 
drugs:
• Marijuana
• Cocaine
• Opiates, focused on Heroin
• Amphetamines, focused on Methamphetamine
• Phencyclidine

• Alcohol is not included
• Prescription drugs are not included
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Federal Initiatives
• 1986: EXECUTIVE ORDER 12564 initiated the Drug-Free 

Workplace Program that sets Agency responsibilities for 
establishing a plan to achieve drug-free workplaces

• 1987: PUBLIC LAW 100-71 outlines general provisions for drug 
testing programs within the Federal sector

• 1988: MANDATORY GUIDELINES FOR FEDERAL 
WORKPLACE DRUG TESTING PROGRAMS set scientific and 
technical standards for drug testing of Federal employees and 
for certification of drug testing laboratories

• 1989: DOT REGULATIONS impacting private sector 
employees in DOT Regulated industries require EAPs, 
training/education & testing

• 2010: Fifth revision to the Mandatory Guidelines effective May 1



SAMHSA Has Oversight Responsibility of 
Federal Agency Drug-Free Workplace 

Programs
• About 120 Federal agencies with plans and annual 

reporting requirements 
• About 1.8 million Federal employees and job applicants
• About 400,000 Testing Designated Positions
• About 210,000 forensic workplace urine drug tests per 

year
• SAMHSA first published the “Mandatory Guidelines for 

Federal Workplace Drug Testing Programs” in the 
Federal Register (April 11, 1988) and established the 
National Laboratory Certification Program (NLCP) 5
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Components of a Comprehensive 
Drug-Free Workplace Program

• Formal Written Policy
• Employee Assistance Program
• Supervisor Training
• Employee Education
• Methods for Detecting Illicit Drug Users (i.e., 

drug testing)
• New Goal: Health and Wellness added?
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The Mandatory Guidelines for Federal 
Workplace Drug Testing Programs

• First published in the Federal Register: April 11, 1988
• First revision June 9, 1994
• Second revision September 30, 1997
• Third revision November 13, 1998
• Fourth revision April 13, 2004
• Fifth revision effective May 1, 2010

• Established scientific and technical guidelines for 
Federal workplace drug testing programs

• Established standards for certification of laboratories 
engaged in drug testing for Federal agencies 
• National Laboratory Certification Program (NLCP)
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Testing Designated Positions (TDPs)

• Safety and Security-Sensitive Positions include, but 
are not limited to: 
• National, chemical or nuclear security
• Law enforcement
• Protection of property or persons from harm
• Certain health care positions involved with client contact

• Included under DOT regulations:
• Motor vehicle drivers (those that carry passengers)
• Other positions -- pilots, mechanics, flight crew, Air Traffic 

Controllers, railway & marine personnel and others



Proposed Revisions published in the Federal 
Register for Public Comment 

April 13, 2004
• Highlights:

• Plain language format
• Proposed additional new requirements and 

capabilities for urine drug testing laboratories
• Proposed the use of alternative specimens (hair, 

oral fluid, sweat patch) for Federal employee drug 
testing

• Proposed the use of “Point of Collection Testing” 
(POCT) for urine and oral fluid 9
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Revisions to the Mandatory Guidelines 
published on November 25, 2008

• Federal Register
–Vol. 73, No.228, pages 71858 – 7190
–November 25, 2008

• Correct Effective Date of May 1, 2010       
published in Federal Register on December 
10, 2008

–Vol. 73, No.238, page 75122



Unchanged from Previous Requirements

• Urine is the only specimen that can be collected under 
the Guidelines for Federal agency workplace drug 
testing programs

• The circumstances under which a Federal agency may 
collect a specimen:
• Applicant/pre-employment test
• Random test
• Reasonable suspicion/cause test
• Post-accident test
• Return to duty test
• Follow-up test
• Voluntary test 11
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Six Major Changes

1. Revised requirements for specimen collection
2. Standards for collectors and collection sites
3. Revised laboratory testing requirements
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Six Major Changes (continued)

4. New technologies allowed for confirmatory 
drug testing

5. New type of testing facility: Instrumented 
Initial Test Facility (IITF)

6. Revised standards for Medical Review 
Officers (MROs)



Effective Date: May 1, 2010

• The 18-month implementation date will allow time for:
• Manufacturers of immunoassay test kits to 

modify/manufacture kits and ensure compliance with any 
applicable statutory and regulatory requirements before 
commercialization of the kits

• HHS-certified laboratories to validate and implement the new 
immunoassay test kits

• The NLCP to challenge the HHS-certified laboratories with 
performance testing (PT) samples to ensure that test kits and 
test results satisfy the required performance criteria

• HHS, other Federal agencies, and the various industries to 
implement new and revised procedures to ensure Guidelines 
compliance 14
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Collectors 
and 

Collection Site Issues
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Collection of Specimens

• Right to Privacy
• Chain of Custody

• Integrity, Security, and 
Identification

• Temperature 
Recording

• Tamper-Evident 
Bottle Seal

• Minimize specimen 
tampering by donor

• Collector standards
• Collection site 

standards
• Inspection of 

collection sites



Urine Specimen Collection Handbook for 
Federal Workplace Drug Testing Programs

• Revised in 2004; updates will be made for 2010
• Provides additional guidance to the specimen 

collector in fulfilling his/her function in 
performance of the duties specified under the 
“certified” Federal agency plans and the 
requirements of the “Mandatory Guidelines for 
Federal Workplace Drug Testing Programs.”

• Copies of what is in effect now available at 
http://workplace.samhsa.gov for Federal 
employee specimen collection 17

http://workplace.samhsa.gov/
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Revised Collection Procedures

• Each specimen is to be collected as a split 
specimen (no single specimen collections)

• Procedures harmonized with those in DOT 
Regulations (49 CFR Part 40)
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Revised Collection Procedures (continued)

• Additional detail and clarification of collection 
procedures
• When donor does not provide a sufficient volume 

of urine
• When and how a direct observed collection is 

performed
• When and how a monitored collection is performed
• When the collector reports a refusal to test
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Collector Requirements (continued)

• Knowledge of collection procedures in Guidelines
• Knowledge of Federal agency guidance and 

relevant HHS guidance
• Completed training with a qualified trainer on the 

following subjects:
• All steps necessary to complete a collection correctly
• Proper completion and transmission of the Federal CCF
• Problem collections
• Fatal flaws, correctable flaws and how to correct 

problems in collection



Collector Requirements (continued)

• The collector’s responsibility is to maintain the 
integrity of the collection process, ensure the 
privacy of individuals being tested, ensure the 
security of the specimen, and avoid conduct or mis- 
statements that could be viewed as offensive or 
inappropriate

• Demonstrate proficiency with five error-free mock 
collections

• Refresher training every 5 years
• Maintain training records and provide to agency on 

request 21
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Collector Requirements (continued)

• Specific training requirements for an observer of 
a direct observed collection

• Specific requirements for a trainer of collectors
• Specific requirements for Federal agency 

oversight
• Ensure that collectors meet Guidelines requirements 

to be a specimen collector
• Ensure that the collector maintains a copy of their 

training records
• Provide a phone number to the collector for a 

contact person in the event problems or issues arise 
during collection procedures
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Collection Site Requirements 

• Redefined as permanent or temporary facility
• Requirements for the facility

• Provisions for donor privacy
• Clean surface area for handling the specimens 

and paperwork (not accessible to the donor)
• A secure temporary storage capability 
• The ability to restrict access during the collection 

and restrict access to collection supplies
• Requirements to secure collection site records
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Collection Site Requirements (continued)

• Required procedures to ensure the security 
and integrity of specimens
• No unauthorized personnel
• One specimen collection at a time
• Restrict access to collection supplies
• Only collector and donor handle the unsealed 

specimen
• Maintain and document chain of custody 
• Federal CCF must accompany specimen to testing 

facility
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Collection Site Requirements (continued)

• Requirements for Federal Agency oversight
• Ensure that collection sites meet Guidelines 

requirements
• Annual inspections of at least 5% (up to 50) of the 

collection sites, randomly selected
• Investigations of collector errors
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Drug Testing Laboratory Issues
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The National Laboratory Certification 
Program

• SAMHSA certifies the laboratories that can 
perform Federal employee forensic workplace 
drug testing in compliance with the Mandatory 
Guidelines

• Monthly certified laboratory list published in the 
Federal Register during the first week of the 
month

• Semi-annual, on-site laboratory inspections
• Quarterly Performance Testing (PT)
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Forensic Urine Drug Testing Steps

• Collection site 
• CCF
• Courier
• Laboratory

• Accessioning
• Testing

• Specimen validity testing
• Initial immunoassay test 
• Confirmation GC-MS test

• Storage of positives (freezer)
• Reporting to MRO

• MRO
• Interview
• Reporting
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Two New Initial Drug Test Analytes

1. 6-Acetylmorphine (6AM) - heroin metabolite
• Revised Guidelines will require initial testing 

of all specimens for 6-AM, regardless of 
morphine concentration

• Current Guidelines only require confirmatory 
6-AM testing of all morphine positive (> or = 
2,000 ng/mL) specimens
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Two New Initial Drug Test Analytes (continued)

2. Methylenedioxymethamphetamine (MDMA), 
Ecstasy

• Under current Guidelines, MDMA is not  routinely 
tested in Federal workplace programs
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Lowered Drug Test Cutoffs

1. Amphetamines
• Initial test cutoff lowered to 500 ng/mL 
• Confirmatory test cutoff lowered to 250 ng/mL for 

both methamphetamine and amphetamine
• Requirement for amphetamine presence to 

report methamphetamine: value lowered to 100 
ng/mL

2. Cocaine
• Initial test cutoff lowered to 150 ng/mL  
• Confirmatory test cutoff for cocaine metabolite 

(benzoylecgonine) lowered to 100 ng/mL
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New Confirmatory Test Analytes

• Methylenedioxymethamphetamine (MDMA) - 
Ecstasy 

• Methylenedioxyamphetamine (MDA)
• Methylenedioxyethylamphetamine (MDEA)



New Confirmatory Test Technologies

• Current Guidelines allow GC/MS only
• Revised Guidelines will allow additional analytical 

methods that combine chromatographic separation 
with mass spectrometric identification (e.g., 
GC/MS/MS, LC/MS, LC/MS/MS)

• Federal law requires HHS to establish 
comprehensive standards for Federal drug testing 
programs, to include requiring the use of the best 
available technology to ensure the full reliability and 
accuracy of drug tests

33
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New Type of Testing Facility: 
Instrumented Initial Test Facility (IITF)

• Performs initial drug tests and first tests to 
determine specimen validity

• Must be certified under the NLCP to perform 
Federal employee drug testing
• Application, inspection, and PT processes analogous to 

NLCP processes for laboratories 
• Key personnel must meet Guidelines requirements
• Procedures (e.g., security, specimen accessioning, 

chain of custody documentation, testing, reporting, and 
method validation) must meet Guidelines requirements
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New Type of Testing Facility: 
Instrumented Initial Test Facility (IITF) 

(continued)

• Can report specimens as negative, negative 
and dilute (with creatinine between 5 and 20 
mg/dL), or rejected

• Must send specimens to an HHS-certified 
laboratory for testing when IITF test results 
indicate the specimen may be drug positive, 
adulterated, substituted, invalid, or dilute with 
creatinine ≤5 mg/dL (DOT rule)
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The Medical Review Officer 
(MRO)
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Medical Review Officer Requirements

• Revised requirements to be an MRO:
• Must be either an M.D. or D.O.
• Have knowledge regarding the pharmacology and toxicology of illicit 

drugs
• Receive training that includes a thorough review of collection 

procedures, interpretation of test results reported by laboratories, 
chain of custody, reporting, and recordkeeping requirements for 
Federal agency specimens, the HHS Mandatory Guidelines, and 
procedures for interpretation, review, and reporting of results specified 
by any Federal agency for which the individual may serve as MRO 

• Satisfactorily passed an examination administered by a nationally 
recognized entity that certifies MROs or subspecialty board for 
physicians performing a review of Federal employee drug test results, 
which has been approved by the Secretary. 
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Medical Review Officer Requirements (continued)

• Additional detail and clarification of MRO 
responsibilities

• Additional detail and clarification of MRO 
actions when donors do not provide sufficient 
volume for a drug test (harmonized with DOT 
Regulations, 49 CFR Part 40)



The Medical Review Officer Manual for 
Federal Workplace Drug Testing 

Programs

• Revised in 2004; updates will be made for 2010
• Provides additional guidance to the MRO in 

fulfilling his/her function in performance of the 
duties specified under the “certified” Federal 
agency plans and the requirements of the 
“Mandatory Guidelines for Federal Workplace 
Drug Testing Programs.”

• Copies of what is in effect now available at 
http://workplace.samhsa.gov 39

http://workplace.samhsa.gov/
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Additional Guidelines Revisions
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Additional Guidelines Revisions

• Section 3: Urine Drug and Specimen Validity 
Tests
• Clarified tests to be performed for Federal 

employee  specimens
• Clarified how a Federal Agency can test for 

additional drugs routinely or on a case-by-case 
basis

• Addressed situation when there is no initial test kit 
available for a drug which a Federal Agency wants 
to test
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Additional Guidelines Revisions (continued)

• Section 10: Blind Samples Submitted by an 
Agency
• Revised number of samples to be sent (3% of total 

specimens regardless of drug testing program age)
• Requirements for blind samples (e.g., supplier 

validation, sample content, and concentration 
ranges)

• MRO/ Federal Agency/ HHS investigation required 
for inconsistent blind sample results
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Additional Guidelines Revisions (continued)

• Section 15: Criteria for Rejecting a Specimen 
for Testing
• Specimen and documentation problems classified 

as:
• Fatal flaws (specimen rejected by IITF or lab)
• Correctable discrepancies (specimen accepted with 

explanatory Memorandum for the Record, MFR)
• Uncorrected discrepancies (test cancelled by MRO)
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Current and Future HHS 
Activities
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Current HHS Activities 

1. Revised requirements for specimen collection
• Revise Federal CCF through Office of 

Management and Budget (OMB) clearance 
procedures

• Revise HHS Collector Handbook
2. Standards for Collectors and Collection Sites

• Set performance standards
• Recommend procedures/practice for Federal 

agency oversight activities
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Current HHS Activities (continued)

3.  Revised testing requirements
• Design and implement NLCP PT sets to challenge certified 

labs with new analytes/new cutoffs
• Verify each certified laboratory’s ability to perform required 

tests prior to May 1, 2010
• Revise NLCP documents for laboratory programs (NLCP 

Inspection Checklists, NLCP Laboratory Manual)
4. New technologies allowed for confirmatory drug 

testing
• Establish requirements for method validation
• Establish minimally acceptance criteria for results
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Current HHS Activities (continued)

5. New type of testing facility: IITFs
• Develop NLCP processes and documents for 

IITF programs
6. Revised standards for MROs

• Set qualification standards for MRO oversight 
groups

• Set standards for content of MRO certification 
exams

• Implement procedures for HHS annual 
review/approval of MRO oversight groups
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Current/Future Activities concerning 
Alternative Specimens

• From the Summary to the November 25, 2008 
Mandatory Guidelines:
• During the review process, Federal agencies raised 

significant issues concerning POCT devices and 
the use of the alternative specimens: oral fluid, 
sweat patch, and hair

• Additional study and analysis are required
• HHS will issue a notice in the Federal Register 

requesting information and assistance from the 
public to provide or identify data and research 
findings that address specific areas of interest
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Use Our Website – Full of Many Resources

• http://www.workplace.samhsa.gov
• http://www.drugfreeworkplace.gov
• Drug Testing
• General Drug-Free Workplace Programs 
• Federal Workplace Drug Testing Programs
• Young Adults in the Workplace (YIW)
• Prevention Research and Intervention
• Workplace Health, Wellness, and Safety

http://www.workplace.samhsa.gov/
http://www.drugfreeworkplace.gov/
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