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Drug-Free Workplace Program Impact
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Special Nuclear
Plants .
100 Material
Facilities 2
Department of Defense Civilian Military
o Testing Testing
Federally regulated program for civilians

DFWP Program Impacts 14 million* employees - SAMHSA

Substance Abuse and Mental Health
Services Administration




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.”

* Present Goal: HHS-certification of the first oral fluid testing
laboratory.

= Future Goals:

o Address key policy and technical issues for Implementation of the
Mandatory Guidelines using hair,

o ldentify and enact enhancements to the Federal Drug Testing Program
for urine, oral fluid and hair.
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Division of Workplace Programs
Legislative Authority and Main Roles

DWP’s Science Responsibilities:

1.

2.

Mandatory Guidelines for Federal Drug Testing:

Scientific & Technical Guidelines

National Laboratory Certification Program (NLCP):

Certifies labs for federal (and federally-regulated)

forensic workplace drug testing

Drug Testing Advisory Board (DTAB): National

Advisory Council of experts on federal and federally

regulated drug testing activities

Medical Review Officer (MRO)*:

o Establishes MRO certification standards

o Certifies MRO certification entities

o Issues MRO Guidance Manual and Case Studies
*MROs interpret drug testing results

Program Outcomes:

National drug testing standards

Alternative specimen testing (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 on implementing the DFWP

2. Plan Certification: Certify federal agency DFWP plans,
transmit agency plans/reports to Congress. Agency plans
establish agency policy and procedures.

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

4. Policies/Legislation: Evaluating impact of policies and
legislation on the DFWP (i.e., Farm Bill, State marijuana
laws, decriminalization)

Program Outcomes:

. Certified DFWP plans for all federal agencies

. DFWP policy and procedures for all federal agencies
. Policy Discussions with ONDCP

. Policy and Legislative Impact on the DFWP
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DWP’s Emerging Issues Responsibilities:

1.

4.

Monitor domestic drug prevalence data: Utilize NFLIS (DEA),
NSDUH (SAMHSA), MTF (NIDA), CDC overdose data and
MMWRs, and Quest Drug Testing Information to identify new
trends and emerging threats of Novel Psychoactive Substances
or new adulterants in the illicit supply chain which pose a
threat to workplace safety and public health.

o Monitor international drug misuse trends through
WHO, United Nations, DEA, ONDCP, NIDA, and State
Department interactions.

Solicit and review drug testing data: Applicable federal
partners (DoD, DOT, NRC, DEA), HHS-Certified laboratories,
research scientists, manufacturers of collection
devices/immunoassay kits.

Supports Scientific Studies: Scientific and technical review of
the DFWP.

DTAB review for drug analyte and cutoff changes

Program Outcomes:

Recommend DFWP analyte and cutoff changes (Science)
Policy Discussions with ONDCP (Policy)

Policy and Legislation Impact on the DFWP (Policy)
Recommendations for the addition or removal of an analyte to
the Assistant Secretary (Science)

Services Administration




Federal Drug Free Workplace Program

* Added specimen

 Final Oral Fluid

« ADAMHA validity testing: pH, Urine Mandatory Mandatory

restructured, creatinine, specific Guidelines: Guidelines (eff.

« Executive * Published Urine DTAB created gravity, oxidant . Added oxycodone Oct. 10, 2023)
order 12564 Mar.1datory Guidelines undetr Q%M,QKAHSA . ﬁ\ddgd tgstlng for . Prop_osed aIt_ernate oxymorphone, « Final Urine
initiating the ~ * National Laboratory create eroin ( - me.ltrlces (halr, oral hydrocodone, and Mandatory
Federal Certification Program - Certified Labs = Acetylmorphine) — fluid, and sweat) and hydromorphone * Hair Guidelines (eff.
Drug-Free Starts . First 91: highest when Morphine 2 point of collection - Raised adulteration ~ Mandatory ~ Feb. 1, 2024)
Workplace .« 10 Laboratories DTAB number in 2000 ng/mL testing (POCT) « Certified cutoff for pH from 3 to 4 Guidelines . cgriified labs =
Program Certified the first year meeting ~Program history - Certified labs =71« Certified labs = 50 labs = 31 * Removed MDEA Proposed 21

’ ? ’ ¢ * ? r ! !
1986 1987 1988 1989 1990 1991 1992 1994 1998 2001 2004 2010 2014 2015 2017 2019 2020 2022 2023 2024
. : . : . . o o . .
« ADAMHA* designated  * NRC published ~ * Omnibus - Amphetamine ~ * Specimen  + Added MDA, MDMA, and » Oral Fluid « Final Oral « Proposed
as lead federal agency ~ Fitness-For-Duty ~ Transportation Rule Validity MDEA Mandatory  Fluid revisions o DEA
for implementing drug Regulations Employee Testing Testing - Changed 6-acetylmorphine to ~ Guidelines  Mandatory Urine and Rulemaking
testing program « Certified Labs = Act requires DOT proposed routine analyte Proposed  Guidelines Oral Fluid ?:commend
* Public Law 100-71 - 42 t:: Aréc;rgﬁ;e:;  Lowered amphetamine and Mandatory ation to
requires agencies to idelines for ry methamphetamine cutoffs: Guidelines reschedule
have a standardized guidelines 1o initial test from 1000 to 500 marijuana to
safety sensitive )

model plan and HHS to " ) ng/mL; confirmatory from 500 Schedule I
positions in

pu? forlth mandatory transportation to 250 ng/mL

guidelines industries « Lowered cocaine/

* Precursor of DTAB
"Laboratory Accreditation
Working Group" at NIDA

* DTAB created under
NIDA which at that time
resided at ADAMHA

*Alcohol, Drug Abuse and Mental Health Administration

benzoylecgonine cutoffs:
initial test from 300 to 150
ng/mL; confirmatory from 150
to 100 ng/mL

SAMHS5A

Substance Abuse and Mental Health
Services Administration




Current Drug-Free Workplace Program

Updated: May 2024

Total number of Executive Branch agencies thought to be subject to EO 12564 ............ccccccvceerercenenns 201
(Sources: Federal Register (FR), Administrative Conference of the United States (ACUS), USA.gov 2020)

Total number of Executive Branch agencies with certified plans
(Source: The CDM Group)

Total number of Executive Branch agencies identified without certified plan and without evidence that they are
not required to comply With EO 12564............eeiiiireeieiinicennenicssnneenesenesesssnsnsesesesssssssassssssasas 70%*
(Source: The CDM Group)

*Further research/contact is needed to establish status for many of these

SAMFMHSA

Substance Abuse and Mental Health
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Mandatory Guidelines Update

2023-21734.pdf (govinfo.gov)

Oral Fluid

CURRENT Mandatory
Guidelines for Federal
Workplace Drug Testing using
Oral Fluid (OFMG) effective
October 10, 2023.

2023-21735.pdf (govinfo.gov)

Hair

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

2020-16432.pdf (govinfo.gov)

A revised proposal is pending
OMB Review

SAMHSA

Substance Abuse and Mental Health
Services Administration



https://www.govinfo.gov/content/pkg/FR-2023-10-12/pdf/2023-21735.pdf
https://www.govinfo.gov/content/pkg/FR-2020-09-10/pdf/2020-16432.pdf
https://www.govinfo.gov/content/pkg/FR-2023-10-12/pdf/2023-21734.pdf

DFWP Objective

DFWP is a Deterrence Program

* One of the largest prevention tools
 Workplace drug testing remains an effective tool.

e Safety Sensitive Positions - Federal partners, Regulated
Industry (DOT and NRC) continue to partner with HHS to
strengthen their drug-free workplaces.
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Authority: Division of Workplace Programs

Executive Order 12564: Drug Free Workplace Program in Executive Branch agencies
= Limits testing authority to Schedule | or Il drugs in the Controlled Substances Act

= Drug-Free Policy: Address illegal drug use in the workplace. TDP tested for Schedule | and Il
substances (on and off duty).

= Agency Responsibilities: Agencies must create plans for a drug-free workplace, including
Employee Assistance Programs and training for supervisors.

= Drug Testing Programs: Implement drug testing for all employees and random drug testing for
safety sensitive positions (national security, public health and public safety)

= Personnel Actions: Refer employees who have tested positive to rehabilitation and /or initiate
disciplinary actions, including potential removal from service.

SAMFMHSA

Substance Abuse and Mental Health
Services Administration



Authority: Division of Workplace Programs

Public Law 100-71: Each agency shall develop a plan for achieving a drug-free workplace
HHS responsibilities:
= Review and certify federal agency DFWP plans
= Publish Mandatory Guidelines which establish scientific and technical guidelines
= Specify the drugs for which Federal employees may be tested (Analyte Table Change)
= National Laboratory Certification Program - Establish comprehensive standards and

procedures for certification, periodic review of laboratories, and revocation of
certification of laboratories that perform DFWP drug testing

SAMFMHSA

Substance Abuse and Mental Health
Services Administration



Mandatory Guidelines Routing Process

DWP, DOJ,

? HHS SECRETARY &

Timeframe: Allow 60 days

RE -ROUTED

be decision maker or set up meeting
between federal agency and HHS.

These copies will be uploaded into ROCIS

SAMHSA BEHAVIORAL HEALTH 5 6
OGC and DTAB Assistant Secretary COORDINATING
. DWP SUBMITS SAMHSA REVIEW OF DEPARTMENT OF
(Concept and (Reviews COMMITTEE
) ) ) ) HEALTH AND HUMAN
Recommendations) Rrecommendations) (committee  includes  a PROPOSED DRAFT MANDATORY
scientifichechnical  rep. from each HHS SERVICES/ OPDIVs
SR o MANDATORY ’ GUIDELINES »
’ ’ — ‘ REVIEW
HRSA, CDC, FDA, HHS, 0OGC, GUIDELINES
SAMHSA, NIH)
Time frame : Timeframe: .
. , (Reviews and approves
Approximately 12 -18 Months Approximately 6 Months .
recommendations)
Time frame : Allow 60 days
7 8 9 10 11
ONCE OMB RECEIVES OMB REVIEW AND
OMB DISTRIBUTES RECOMMENDATIONS REVISIONS ARE ALL COMMENTS, THE APPROVAL OF
TO EXECUTIVE SENT TO DWP FOR F‘:;‘;‘é;i':l’_EBGiAN%'I‘ETSO MGTVc‘)"hhsB"E:g:T;I’&“fD PROPOSED
e [ SAMHSA FINAL FOR CONCURRENCE. NOTICES WITH MANDATORY
RCENEIESHOR REVIEW AND ACTION OMB will give agencies 2 weeks to reply/ Assistant Secretary’s GUIDELINES
—’ REVIEW » » resubmit additional comments » SIGNATURE
REVISONS ARE recommenbdaﬂ‘unds(,“ I" need b;,/OMB will

>

Reviewed by OMB, EOP office and Federal

o —

agencies - comments are consolidated)
for OMB final approval.
THROUGH HHS. Timeframe  : 2 weeks Timeframe: Time frame : 90 day period,
sometimes longer.
Timeframe:
DWP received approx.
12 13 14 15 16 17
FEDERAL PUBLIC COMMENTS PREPARE FINAL ROUTE FINAL SAMHSA POST FINAL NOTICE
REGISTER NOTICE AND MANDATORY GUIDELINES Assistant Secretary OF MANDATORY
POSTED FOR RECOMMENDATIONS GUIDELINES THROUGH SAMHSA SIGNS FINAL GUIDELINES AND
# PUBLIC COMMENT » REVIEWED BY DWP » » FOR APPROVAL BY » NOTICE FOR » IMPLEMENTATION
SAMHSA FEDERAL DATE IN FEDERAL
Assistant Secretary REGISTER REGISTER
Time frame : Time frame : Timeframe: Timeframe: Timeframe:
60 -90 days -optional -

SAMHS5A

Substance Abuse and Mental Health
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Hair Mandatory Guidelines — Status

SAMHSA public comment review:

o Organized public comments by subject (over 700 individual comments from 213
commenters)

o Reviewed all comments, submitted information, and scientific studies referenced
by commenters — prepared draft HMG

DTAB review
o March 2021: summarized public comments presented for DTAB discussion
o June 2021: members reviewed the draft HMG and provided input
Hair Testing Laboratories — Listening Sessions
o March — April 2022: SAMHSA listening sessions with 7 hair testing laboratories

o Topics: proficiency testing requirements, quantitative agreement between labs,
reporting criteria, future technical working groups

Revised HMG has been submitted and is under OMB review SAMMHSA

Services Administration



Current NLCP Applied Studies (In-progress)

JHU Cannabinoid Product Testing survey

Hair Testing E-Book

Data Sharing OH-COC

Full Spectrum Hemp - Urine analysis ”"m"""""""" tttt::
{11 e
i
|E=

Laboratory management upgrade

JHU Delta-8-THC Driving

Q-TOF Screening Method FY25

Synthetic Urine Init Test |
Objective Hair Evaluation [
In Situ Hair Contamination _

B Study plan and budget proposal submission B Study proposal approval H Regulatory and IRB clearances
B Recruit study participants B Purchase study materials Il Sample collection

= Sample analysis B Data analysis/Publication

O
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e

HE N e NN

SAMHS5A

Substance Abuse and Mental Health
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Urine Post-Accident Positivity Rate Marijuana
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Urine Post-Accident Positivity Rates by Drug Summary
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Analyte Table Decisions

* June 4, 2024 DTAB meeting: Urine remains unchanged

Urine Initial | Initial Test Confirmatory Confirmation Cutoff
Test Analyte | Cutoff Test Analytes

Fentanyl 1 ng/mL Fentanyl 1.0 ng/mL
Norfentanyl

* Raise the initial test cutoff for Fentanyl in Oral Fluid to 4.0 ng/mL

Oral Fluid Initial Test Confirmatory Test | Confirmation Cutoff
Analyte Cutoff Analytes

Fentanyl 4 ng/mL Fentanyl 1.0 ng/mL

SAMHSA

Substance Abuse and Mental Health
Services Administration



Process for Drug Testing Panel Changes

1 2
Monitor for potential panel DTAB meeting:
changes (new analytes, Present information on potential
removal of existing analytes, panel changes
or cutoff changes) a. FRN 3 weeks prior to meeting 3
a. Review scientific and medical i. DTAB meeting date and time
literature ii. Agenda, including timeframe
b. Review drug prevalence reports — and method for providing public — Review public
(NFLIS, Quest Drug Testing comments comments
Information, CDC overdose data) :
- . ) b. DTAB meeting
c. Solicit and review information from . .
federal partners (DOT, DoD, DEA), i. Basis for panel changes
HHS-certified laboratories, MROs, ii. Discussion of related costs and
research scientists, manufacturers of benefits
collection devices/immunoassay kits
Timeframe: Ongoing Timeframe: Quarterly as needed

Next DTAB meeting:
Present comments and

responses Submit for federal agency review Drug Test!ng Pane.l Federal
S Register Notice
a. FRN 3 weeks prior to meeting
i. DTAB meeting date and time DTAB responds to a. Review and respond to comments
ii. Agenda ﬁ SAMHSA ﬁ (may be multiple rounds) ﬁ a. Basis for any panel changes
recommendation b.  Give status update on panel b. Implementation date for each
changes at quarterly DTAB change
. meetings

Timeframe: Quarterly as needed

: Timeframe: Annually as needed
Timeframe: Quarterly as needed

SAMHS5A

Substance Abuse and Mental Health
Services Administration




Ongoing Challenges

* Implementing the Oral Fluid Mandatory Guidelines

— Oral fluid collection devices and tests meeting HHS/DOT/FDA
requirements

* Ensuring scientifically supported procedures to distinguish
drug use from external contamination in hair
(decontamination, unique metabolites/biomarkers)

* Addressing emerging issues such as Marijuana/Hemp (CBD),
Opioids, Synthetic Drugs, Legislation and State Laws
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Comprehensive Review Meeting

Conducted a high-level review of the DFWP to:

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

= Review the state of the art and science;

= |dentify key policy and technical challenges; and

= Highlight best practices for the future of DFWP.

eeeeeeeeeeeeeeeeeee




Comprehensive Review Roadmap and Action Plan

Action Item Status
Develop Pulse Analytical Testing Method Completed
Separate Testing Panels from Mandatory Guidelines Completed
Meet with FDA to reduce length of time from publication of testing panel to implementation Ongoing
Align goals and timelines for SAMHSA/DWP and regulated agency partners Ongoing
Remove requirement for clinical evaluation of opioid addiction Completed
Reflect regulatory changes in Mandatory Guidelines and MRO Guidance Manual as appropriate Completed
Provide updated MRO Guidance Documents online Completed
Review program specimen validity data and change criteria for dilute or pH invalid specimens Ongoing

SAMHS5A

Substance Abuse and Mental Health
Services Administration




MRO Guidance Manual and Case Studies

* Updates based on the 2023 UrMG and OFMG.

— Revisions to MRO verification process

— Annual Authorized Drug Testing Panels, Authorized Biomarker Testing
Panels, and Required Nomenclature for MRO Reports

— MRO semi-annual reports to SAMHSA
* Updates based on MRO-relevant information from SAMHSA.
— NLCP Notices
— NLCP Manuals for Urine and Oral Fluid Laboratories
— Guidance for Using the 2023 Federal CCF

e The Revised 2024 MRO Guidance Manual and Case Studies are
posted on the SAMHSA website.
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Road Map and Action Plans

Continue to work with FDA and Manufacturers

Continue to evaluate mechanisms for reducing time required
to change the testing panel

Develop and add new pulse testing (emerging drugs, specimen
validity)

Review and streamline Program processes (inspections and
audits)

Align goals and timelines for SAMHSA/DWP and Federal
Partners

|||||||||||||||||||||



Oral Fluid Laboratory Applicant

Bring to your attention:

1)
2)

3)

4)
5)

6)

HHS / NLCP has their first Applicant Oral Fluid Testing Laboratory

HHS Certification — Once a laboratory is HHS Certified they can begin to test regulated specimens
and will be added to the next monthly lab list

When a lab is HHS Certified to test both Urine and Oral Fluid the laboratory fee schedule will be
revised to a reduced rate. How will that be done and how will that work into the inspection
process.

SAMHSA currently covers all costs for labs applying to the oral fluid program (application, PT’s,
inspections) through certification. Will there be support beyond that?

What is the timing of the 3 PT sets for initial certification? How long does a lab have to wait
between initial PT rounds prior to certification?

Note that the OF collection device validation has been revised and updated. Please make sure you
refer to the latest notification when performing your validation studies.

SAMHS5A

Substa Ab dM tIH alth
Adm istratio




Program Overview and Achievements

 NLCP Mission: Ensuring the accuracy, reliability, and consistency of
federal workplace drug testing.

— Key Achievements:

o Preparation and Management of new Initiatives within the NLCP
= GAP Analysis Program (Technical Assistance)
= ECCF Implementation and ECCF Standalone System
= Applied Studies, Applied Study Agenda Tracking Tool and Study Partnerships
= Nimonik Inspection Tool Implementation

o Continuity in Gold Standard Setting
" |nspection Program Administration
= PT Program Management
= Non-Negative Specimen List Maintenance
= Guidelines Language Drafting
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Current Challenges

* Oral Fluid Testing: Overcoming barriers in certifying laboratories for oral fluid
testing.

 Knowledge Gaps: Addressing the diminished expertise among junior toxicologists.
* Inspector Training: Ensuring consistent and up-to-date training for all inspectors.

* Panel Agility: Working to make the drug testing panels more flexible and responsive
to emerging threats.

* Guidelines Harmonization: Working to harmonize rule-making efforts with the
Department of Transportation

e Laboratory Program Participation: Working to decrease cost and burden for certified
laboratories with no federal or federally regulated specimens.

IIIIIIIIIIIIIIIIII



Strategic Focus Areas

e Training and Development:

— Operational Improvements: Streamlining processes to encourage and allow the ECCF program
and laboratories to be onboarded.

* Major program activities:

— Applied Studies Agenda: Focused studies on emerging drugs, testing methodologies, and hair
color impact.

— Stakeholder Engagement: Strengthening communication and collaboration within the program.

— Program Expansion: Develop and implement guidelines for the certification of international
laboratories to expand the program's global reach.

— Program Efficacy: Continuously optimize processes to achieve greater cost efficiency and time
savings.

SAMFMHSA

Substance Abuse and Mental Health
Services Administration



SAMHSA DoD IAA

. Total budget: S5 million over 5 years
. (Approximately 51 million annually)

. Collaboration between SAMHSA and Department of Defense
(DoD) to leverage expertise and technology for drug use

prevention within our programs” authority, monitoring, and
Intervention

. Includes a sub-contract with Kansas State University through the
NLCP
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State of the Program & Looking Forward

* The NLCP program is robust and resilient, making significant strides in maintaining high
standards despite emerging challenges. However, continuous improvement and adaptability
are crucial to staying ahead in the evolving landscape of workplace drug testing.

* Next Steps:
— Enhance Flexibility: Continue improving the agility of drug testing panels.
— Major Program Initiative: Exploring Oral Fluid Alternative Technology for Initial Testing

— Expand Certifications: Focus on certifying more laboratories, particularly for oral fluid testing and moving
internationally.

— Strengthen Support: Continue technical assistance and communication with stakeholders.

— Continue Applied Studies: Partner with the field to continue answering questions that directly support the
success of the program

* Stay engaged, proactive, and committed to the program's success.

SAMFMHSA

Substance Abuse and Mental Health
Services Administration



DFWP Resources

Division of Workplace Programs (DWP) Main Website:
https://www.samhsa.gov/workplace

Executive Order 12564:
https://www.samhsa.qgov/sites/default/files/executive order.pdf

Public Law 100-71:
https://www.samhsa.qov/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.qov/sites/default/files/workplace/09-2013-guidance-selection-
tdps-2-13-17.pdf

31 SAMFMHSA

Substance Abuse and Mental Health
Services Administration


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.qov/workplace
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https://www.samhsa.gov/workplace
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