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 Contracting Officer Representative: Eugene D. Hayes, Ph.D., M.B.A. 
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DWP Objectives and Goals
 Overall Goal: “SAMHSA is continually assessing the science and technology used in 

drug detection to advance national drug policy that is based on the latest scientific 
findings.”

 Goals: HHS-certification of the first oral fluid testing laboratory and Federal Register 
Notice publication of final Mandatory Guidelines using Hair. 

 Present: Program implementation of oral fluid as an alternative specimen to enhance 
the Federal Workplace Drug Testing Program.

 DFWP: Conduct a high-level review of the Drug-Free Workplace Program to identify 
key policy and technical issues as well as the existing challenges.

 Future: Referral of proposed Mandatory Guidelines using Hair as a final Federal 
Register Notice.
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Drug-Free Workplace Program Impact

DFWP Program Impacts 14 million+ employees

Federal Executive Branch

Department of Transportation
(Federally regulated program that uses DWP’s drug testing 

standards)

Approximately 
150 

Departments 
and Agencies

Regulated Transportation 
Industry Employees Tested 

for Drugs (and Alcohol)   
12 million +

Nuclear Regulatory Commission

Civilian 
Employees 
2 million +

Random Testing 
Positions 

(Safety/Security
/Public Health)  

400K+

Power 
Plants

100

Research 
and Test 
Reactors

36(Federally regulated program that uses DWP’s drug testing 
standards)



Employee/Employer
“Drug Testing Policy”

CBD/Hemp Products

“Farm Bill”

State Laws

Federal Laws Testing Issues

Contract / Legal Issues

Drug Free Workplace Programs



Division of Workplace Programs
Legislative Authority and Main Roles

Science
Forensic Drug Testing

Policy
Drug Free Workplace Program  

DWP’s Science Responsibilities:
1. Mandatory Guidelines for Drug Testing: Scientific & Technical 

Guidance
2. National Laboratory Certification Program (NLCP): Certifies labs for 

federal (and federally-regulated) forensic drug testing
3. Drug Testing Advisory Board (DTAB): National Advisory Council of 

experts on federal and federally regulated drug testing activities
4. Medical Review Officer (MRO)* Training:

o Establish MRO certification standards
o Approve MRO certifying entities

*MROs review and report drug testing results.

Programs Outcomes:
• National drug testing standards
• Multiple specimen types (Urine, Oral Fluid, Hair)
• HHS Certified Laboratories
• DTAB Recommendations for the Assistant Secretary
• National MRO certification standards

DWP’s Policy Responsibilities:
1. Technical Assistance to all Federal Agencies: Assistance and review 

of agency plans in implementing the DFWP
2. Plan Certification: Certify federal agency DFWP plans, transmit 

agency plan Reports to Congress.  Agency plans establish agency 
policy and procedures. 

3. Executive Committee: Interagency Coordinating Group Executive 
Committee (ICGEC) established policy and approves federal Testing 
Designated Positions (TDP’s) or safety-sensitive positions 

4. Policies/Legislation: Evaluating impact of policies and legislation on 
the DFWP, i.e., Farm bill, state marijuana decriminalization. 

Program Outcomes:
• Certified DFWP plans for all federal agencies 
• DFWP policy and procedures for all federal agencies
• Policy Discussions with ONDCP
• Policy and Legislation Impact on the DFWP 

The DWP Emerging Issues group addresses both components of science and policy.



Mandatory Guideline Routing Process
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DWP SUBMITS 
PROPOSED 

MANDATORY 
GUIDELINES 

5

SAMHSA REVIEW OF 
DRAFT MANDATORY 

GUIDELINES

3 HHS SECRETARY & 
BEHAVIORAL HEALTH 

COORDINATING 
COMMITTEE
(committee includes a 

scientific/technical rep. from each HHS 
Operating Division :

HRSA, CDC, FDA, HHS, OGC,
SAMHSA, NIH)

(Reviews and approves 
recommendations)

Time frame : Allow 60 days 
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DEPARTMENT OF 
HEALTH AND HUMAN 

SERVICES/ OPDIVs 
REVIEW

2

SAMHSA 
Assistant Secretary

(Reviews
Recommendations)

Timeframe:
Approximately 6 Months

1 

DWP, DOJ, 
OGC and DTAB

(Concept and 
Recommendations)

Time frame :
Approximately 12 -18 Months

7

OMB DISTRIBUTES 
TO EXECUTIVE 

BRANCH FEDERAL 
AGENCIES FOR 

REVIEW

Timeframe: Allow 60 days

11 OMB REVIEW AND 
APPROVAL OF 

PROPOSED 
MANDATORY 
GUIDELINES

Reviewed by OMB, EOP office and Federal 
agencies – comments are consolidated)

Time frame : 90 day period, 
sometimes longer. 
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FEDERAL 
REGISTER NOTICE 

POSTED FOR 
PUBLIC COMMENT

Time frame :
60 -90 days -optional

13

PUBLIC COMMENTS 
AND 

RECOMMENDATIONS 
REVIEWED BY DWP

Time frame :  _________

15

ROUTE FINAL 
GUIDELINES 

THROUGH SAMHSA 
FOR APPROVAL BY 

SAMHSA 
Assistant Secretary

Timeframe: ___________ 

16

SAMHSA 
Assistant Secretary 

SIGNS FINAL 
NOTICE FOR 

FEDERAL 
REGISTER

Timeframe:  _________

14

PREPARE FINAL 
MANDATORY 
GUIDELINES

Timeframe:  _________

17

POST FINAL NOTICE 
OF MANDATORY 
GUIDELINES AND 

IMPLEMENTATION 
DATE IN FEDERAL 

REGISTER

8

RECOMMENDATIONS 
SENT TO DWP FOR 

SAMHSA FINAL 
REVIEW AND ACTION . 

REVISONS ARE
RE -ROUTED 

THROUGH HHS.

Timeframe: __________ 

DWP received approx.

9

REVISIONS ARE 
FORWARDED BACK TO 

FEDERAL AGENCIES 
FOR CONCURRENCE.  

OMB will give agencies 2 weeks to reply/ 
resubmit additional comments/ 

recommendations. If need be, OMB will 
be decision maker or set up meeting 

between federal agency and HHS.

Timeframe : 2 weeks

10 ONCE OMB RECEIVES 
ALL COMMENTS, THE 

MG WILL BE RETURNED 
TO HHS FOR FINAL 

NOTICES WITH 
Assistant Secretary’s  

SIGNATURE .

These copies will be uploaded into ROCIS 
for OMB final approval.

Timeframe: ______
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Urine and Oral Fluid Mandatory Guidelines

Note: If the Agency desires to add any 
other drug to its drug testing panel, 
advance written approval from the 
Secretary, Department of Health and 
Human Services is required. However, 
the Agency may test for any other 
Schedule I or Schedule II drug on a case 
by case basis.

1) Cocaine

2) Amphetamines

3) Marijuana

4) Phencyclidine (PCP)

5) Opioids
• Hydrocodone
• Hydromorphone
• Oxycodone
• Oxymorphone

• Codeine
• Morphine
• 6-AM



10

Mandatory Guidelines Update

CURRENT Mandatory 
Guidelines for Federal 
Workplace Drug Testing using 
Urine effective October 1, 
2017.

PROPOSED UrMG in April 7, 
2022 Federal Register for 
public comment.

Comments due June 6, 2022 

https://www.regulations.gov/
document/SAMHSA-2022-
0002-0001

CURRENT Mandatory 
Guidelines for Federal 
Workplace Drug Testing 
using Oral Fluid (OFMG) 
effective January 1, 2020.

PROPOSED OFMG in April 7, 
2022 Federal Register for 
public comment.

Comments due June 6, 2022 

https://www.regulations.go
v/document/SAMHSA-2022-
0001-0001

PROPOSED Mandatory 
Guidelines for Federal 
Workplace Drug Testing 
Programs using Hair in
September 10, 2020 Federal 
Register for public comment.

https://www.govinfo.gov/co
ntent/pkg/FR-2020-09-
10/pdf/2020-16432.pdf

Urine Oral Fluid Hair

https://www.regulations.gov/document/SAMHSA-2022-0002-0001
https://www.regulations.gov/document/SAMHSA-2022-0001-0001
https://www.govinfo.gov/content/pkg/FR-2020-09-10/pdf/2020-16432.pdf
https://www.regulations.gov/document/SAMHSA-2022-0002-0001
https://www.regulations.gov/document/SAMHSA-2022-0002-0001
https://www.regulations.gov/document/SAMHSA-2022-0001-0001
https://www.regulations.gov/document/SAMHSA-2022-0001-0001
https://www.govinfo.gov/content/pkg/FR-2020-09-10/pdf/2020-16432.pdf
https://www.govinfo.gov/content/pkg/FR-2020-09-10/pdf/2020-16432.pdf


Proposed Urine and Oral Fluid MG Revisions
• Two Federal Register Notices published April 7, 2022
 Proposed Mandatory Guidelines for Federal Workplace Drug Testing Programs using Urine 

(URMG) Federal Register : Mandatory Guidelines for Federal Workplace Drug Testing 
Programs
 Proposed Mandatory Guidelines for Federal Workplace Drug Testing Programs using Oral 

Fluid (OFMG) Federal Register : Mandatory Guidelines for Federal Workplace Drug Testing 
Programs

• Public comments for both UrMG and OFMG were due on or before 
June 6, 2022.
 Public Comments are currently being reviewed.

https://www.federalregister.gov/documents/2022/04/07/2022-06886/mandatory-guidelines-for-federal-workplace-drug-testing-programs
https://www.federalregister.gov/documents/2022/04/07/2022-06884/mandatory-guidelines-for-federal-workplace-drug-testing-programs
https://www.federalregister.gov/documents/2022/04/07/2022-06886/mandatory-guidelines-for-federal-workplace-drug-testing-programs
https://www.federalregister.gov/documents/2022/04/07/2022-06884/mandatory-guidelines-for-federal-workplace-drug-testing-programs


Major Revisions 

• Revise the timeline and process for publishing the authorized drug testing panel (i.e., 
drugs, analytes, and cutoffs)

• Revise to report specimens as substituted based on biomarker testing (i.e., concentration 
inconsistent with that established for human specimens)

• Establish a timeline and process for publishing an authorized biomarker testing panel (i.e., 
biomarker analytes and cutoffs) 

• Raise the morphine confirmatory test cutoff from 2,000 ng/mL to 4,000 ng/mL in the 
UrMG

• Revise the Medical Review Officer (MRO) verification process for positive codeine and 
morphine specimens

• Require MROs to submit semiannual reports to HHS or designated representative, on 
federal agency specimens that were reported as positive for a drug or drug metabolite by a 
laboratory and verified as negative by the MRO   



UrMG: Codeine and Morphine Verification 
• Current UrMG: Section 13.5d(2) When a donor has no legitimate medical 

explanation for a positive codeine or morphine result:
 Equal to or greater than 15,000 ng/mL: the MRO reports the specimen as positive to 

the agency. 
 Less than 15,000 ng/mL: the MRO must determine that there is clinical evidence of 

illegal opioid use (in addition to the test results) to report such specimens as positive. 
o No clinical evidence of illegal opioid use: the MRO verifies the opiate results as negative.  

• Proposed revisions:
 Remove the additional decision point for codeine and morphine
 Raise the confirmatory test cutoff for morphine from 2,000 to 4,000 ng/mL
 Keep the confirmatory test cutoff for codeine at 2,000 ng/mL. 
 Remove the additional requirement for clinical evidence of illegal opioid use (described 

above)



UrMG: Morphine Cutoff Change

In regard to poppy seed food products, the literature is consistent in the conclusion that 
regular ingestion of poppy seed-containing foods (bagels, cakes, curries, etc.) rarely 
results in urine opiate concentrations above the 2,000 ng/mL cutoff specified in the 
current UrMG, and that proper handling by pre-washing and cooking the poppy seeds 
into food products causes loss of both morphine and codeine.  Studies attempting to 
characterize morphine and codeine results after reasonable consumption of poppy seed 
food products on an acute and chronic basis reported maximum morphine 
concentrations ranging between 160 and 3,000 ng/mL with codeine ranging between 
11 and 390 ng/mL.3, 5-8 There is only one study in which the urine concentration of 
morphine exceeded 4,000 ng/mL after ingestion of regular prepared food containing 
poppy seeds, and the researchers reported that some subjects became ill due to the 
large amount of poppy seeds in the food product.9 The results of this study have not 
been duplicated in subsequent studies involving prepared food products.



Revision Timelines for Mandatory Guidelines

1. April 7, 2022: Published proposed (revised) Urine Mandatory 
Guidelines and Oral Fluid Mandatory Guidelines in a Federal 
Register Notice for public comment

2. Publish supplement to the proposed Hair Mandatory 
Guidelines (revised like UrMG and OFMG)

3. Publish Final UrMG and Final OFMG

4. Publish Final HMG

5. Starting in 2022: Conduct a high-level review of the Drug Free 
Workplace Program to identify key policy and technical issues 
as well as the existing challenges.



Hair Mandatory Guidelines – Status
• SAMHSA comment review:
 Organized public comments by subject (over 700 individual comments from 213 

commenters)
 Reviewed all comments, submitted information, and scientific studies referenced 

by commenters
 Continued to monitor the scientific literature

• March 2021 DTAB closed meeting: summarized public comments presented 
for DTAB discussion

• June 2021 DTAB closed meeting: DTAB members reviewed the draft HMG and 
provided input.

• SAMHSA held listening sessions with hair testing laboratories to gather 
additional information. 



• Seven Commercial Laboratories Participated
 Workplace, Criminal Justice and Social Services Testing Purposes

• Topics 
 Performance Testing (PT) Programs 

o Enrollment in Commercial PT Programs
o Proposed PT Requirements Federal Program

– Types of samples and scoring

 Quantitative Agreement Between Labs 
o Retests
o PT

 Reporting Drug Positive Results in Hair
o Drug Metabolite Criteria

 Other
o Technical Working Groups
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Hair Testing Laboratory Listening Sessions



• Performance testing-types of samples
 Reference Drug Solution supplied with Blank Matrix

o General agreement on this as a one-time sample to set baseline and verify quality of 
the lab’s calibrators 

 Reference Samples Produced from Drug User Hair
o General agreement with approach
o Pilot PT to show viability
o New method needed to produce equivalent PT sample for low positivity analytes 

(e.g., PCP)
 Contaminated Hair

o General agreement 
o Dry or vapor contamination only
o Studies needed-concerns about “realistic amounts” of contamination  
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Hair Testing Laboratory Listening Sessions-Summary



• Quantitative Agreement between Labs

 General consensus: 
oNeeded for PT and retest result quality
oMethod used to liberate drug from the hair matrix is critical

 Suggestions:
oPre-application or pilot PTs are provided to interested labs with reference 

values and published methods used to generate the results. Labs may need to 
redevelop their methods to obtain similar results. It will not be required that 
a lab use the reference method. 

oWorking Groups
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Hair Testing Laboratory Listening Sessions-Summary



• Reporting Positive Results
 Decision trees are needed

oHydroxycocaines for cocaine
oAmphetamine for methamphetamine

• Other
 Concerns by some labs that the proposed HMG do not require 

metabolites for reporting positive test
 Need rules for reporting morphine
 Consequences of the Farm Bill
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Hair Testing Laboratory Listening Sessions-Summary



COMPLETE

COMPLETE

COMPLETE

Hair Lab Results study

Delta-8 THCA Cross Reactivity

Urine Adulterants

Analysis of acidic foods containing CBD

CBD Metabolites in Urine (cont.)

Q-TOF Screening Method (cont.)

Hair Extract-Analyte Formation

Hair PT development

Opioids Glucuronides in Hair

Cannabinoids in Hair

RADARS Web-monitoring

JHU-Study for chronic dosing of CBD

JHU-Topical application of CBD products

THC/CBD pulse study

Presence of fentanyl in opiate positive specimens

Hair Inventory - Application Development

JHU-Delta 8 Dosing study

Current National Laboratory Certification Program Studies

Research plan and budget proposal submission Research proposal approval
Regulatory and IRB clearances Recruit study participants
Purchase study materials Sample collection
Sample analysis Data analysis/Publication



Emerging Issues - Legislation
– 2015 FAST Act – required development of Mandatory Guidelines for Hair testing while 

issues of hair color impact and external contamination issues continue to exist
– 2018 Farm Bill – defined hemp and set a legal limit for THC content, making it difficult to 

discern between legal and illegal sources of THC.
– 2018 Opioids Crisis Response Act  

Changes in Science and Technology
– Drug testing and specimen collection technology are improving – Mandatory Guidelines 

for Federal Workplace Drug Testing Programs using Oral Fluid, effective Jan. 2020

Evolving Environment
– New and novel drug use continues to emerge, e.g., synthetic designer drugs 
– Increased public acceptability and availability of marijuana and CBD products and 

implications for workplace safety/security –e.g., Delta-8-THC or other THC isomers and 
State initiatives to decriminalize marijuana

– Increased demands on the DFWP – e.g., COVID-19 return-to-office challenges

DFWP and the Evolving Environment



• Review of the technical and scientific studies to support hair  
decontamination procedures and unique biomarkers / metabolites 
to rule out external contamination
 Finalizing the Hair Mandatory Guidelines
 Implementation and funding new programs

• Addressing Emerging Issues such as Marijuana/Hemp (CBD), 
Opioids, Synthetic Drugs, and Legislation

• Implementing the final Mandatory Guidelines: Urine, Oral Fluid, 
Hair  

Ongoing Challenges



Marijuana Studies

 Technical and Scientific Peer Reviewed Journal Articles.

 DWP continues to update this list of reference articles on the 
website.

 I want to thank Dr. Ed Cone, Dr. Ryan Vandrey, Dr. Tory Spindle 
and Dr. Dave Kuntz  for all their work on these projects.

 DWP shares study findings and data with other federal agencies.   



Drug-Free Workplace Program Comprehensive Review Meeting 

Conduct a high-level review of the Federal Drug-Free Workplace 
Program (DFWP) to: 

 Assess critical issues affecting the program now and in the future;

 Review the state of the art and science; 

 Identify key policy and technical challenges; and

Highlight best practices for the future of DFWP.
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DFWP Resources 
Division of Workplace Programs (DWP) Main Website:
https://www.samhsa.gov/workplace

Executive Order 12564:
https://www.samhsa.gov/sites/default/files/executive_order.pdf

Public Law 100-71:
https://www.samhsa.gov/sites/default/files/workplace/public_law_100.pdf

Model Plan for a Comprehensive Drug-Free Workplace Program:
https://www.samhsa.gov/sites/default/files/workplace/ModelPlan508.pdf

2013 Guidance for Selection of Testing Designated Positions:
https://www.samhsa.gov/sites/default/files/workplace/09-2013-guidance-selection-
tdps-2-13-17.pdf

https://www.samhsa.gov/workplace
https://www.samhsa.gov/sites/default/files/executive_order.pdf
https://www.samhsa.gov/sites/default/files/workplace/public_law_100.pdf
https://www.samhsa.gov/sites/default/files/workplace/ModelPlan508.pdf
https://www.samhsa.gov/sites/default/files/workplace/09-2013-guidance-selection-tdps-2-13-17.pdf
https://www.samhsa.gov/sites/default/files/workplace/09-2013-guidance-selection-tdps-2-13-17.pdf


Thank You
Division of Workplace Programs

Please Visit our Website 
https://www.samhsa.gov/workplace

https://www.samhsa.gov/workplace
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