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Minutes — Open Session

SAMSHA'’S CSAP Drug Testing Advisory Board (DTAB) convened on March 5, 2024,
at 10:00 a.m.

In accordance with the provisions of Public Law 92-463, the virtual meeting was open to
the public from 10:00 a.m. to 12:45 p.m.
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Call to Order
Approval of December 2023 DTAB minutes
Lisa Davis, Designated Federal Officer, DTAB

Ms. Lisa Davis, the Designated Federal Officer, called the meeting to order and
welcomed those in attendance. She called the role and confirmed that there was a
quorum present. Ms. Davis invited a motion to approve the minutes of the December
2023, meeting and on motion duly made and seconded, the minutes were unanimously
approved. Ms. Davis reviewed the agenda for the meeting and invited Mr. Ron Flegel to
make opening remarks.

Welcome and Introductory Remarks

Mr. Ron Flegel, Chairman, DTAB

Mr. Flegel added his welcome to board members, ex officio members, federal partners,
industry leaders and members of the public. He noted that SAMSHA continually
assesses the National Laboratory Certification Program and the Federal Drug-Free
Workplace Program (DWP) to identify opportunities for improvement. Innovative
approaches have been developed to improve program performance, such as the GAP
Analysis Program to assist urine and oral fluid testing laboratories applying for HHS
certification. The standards for Federal Workplace Drug Testing extend to other drug
testing sectors, and SAMHSA works with subject matter experts to answer questions
about the latest science of drug testing.

As reported in earlier meetings, SAMHSA convened a group of subject matter experts to
conduct a Comprehensive Review of the Drug-Free Workplace Program in 2022.
Because of the shortened half-day meeting, an update of the Comprehensive Review
Action Plan could not be included in the day’s discussion. However, there will be several
presentations on the latest National Laboratory Certification Program (NLCP) activities.
Regarding the DWP status updates, the Notice of Proposed Mandatory Guidelines for
Federal Workplace Testing Using Hair was published in the Federal Register on
September 10, 2020, with a public comment period that closed on November 9, 2020.
The Division of Workplace Programs (DWP) revised the proposed Hair Mandatory
Guidelines to address public comments received and provided the revised Hair
Mandatory Guidelines for review to the DTAB members and interested federal agencies
and submitted them to the Office of Management and Budget (OMB) for final review.

The proposed revisions to the Mandatory Guidelines for Federal Workplace programs
using Urine and Oral Fluid were published for public comment in separate Federal
Register Notices on April 7, 2022. Public comment closed on June 6, 2022. The final
Mandatory Guidelines were published on October 12, 2023, with an October 10, 2023,
effective date for Oral Fluid Guidelines, and a February 1, 2024, effective date for the
Urine Guidelines. Notices were released about changes to the Guidelines and other NLCP
documents, directing HHS certified laboratories to implement the changes on February 1,
2024, the effective date for federal agency specimens. The final Mandatory Guidelines
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have been implemented. Mr. Flegel commented that a comprehensive approach to
federally regulated drug testing should include adulteration and substitution testing, and
utilize multiple matrices including urine, oral fluid and possibly hair. Currently DWP is
working closely with FDA, the manufacturers, and labs, to move the Oral Fluid Federal
Drug Testing Program forward as expeditiously as possible.

There are now three FDA 510(k) cleared oral fluid immunoassays at the federal cutoff,
and of the seven remaining assays needed, there are five commercially available for non-
regulated use. The remaining two assays to complete the panel are nearly ready for
launch, which would open the full panel for non-regulated use.

Regulatory Program Updates: Analyte Table Change Update
Ron Flegel, B.S., MT (ASCP), M.S., DWP, CSAP, SAMHSA

Mr. Flegel listed the personnel associated with the Division of Workplace Programs,
which included a newly added social science analyst, Brijet Burton, who began her tenure
about a month earlier. A DTAB board member vacancy exists because of the departure
of previous board member Alison Stockdale, and that vacancy will be filled as soon as
possible. The DWP goals and objectives are continually assessed to assure that the
National Drug Policy is based on the latest scientific and technical findings. There was a
Comprehensive Review of the Drug-Free Workplace Testing Program and discussion of
that review will be included in the agenda of the next DTAB meeting.

Mr. Flegel mentioned the overall involvement and impact of other agencies and groups in
the Drug-Free Workplace Program, including those in the Federal Executive Branch, the
Department of Transportation (DOT), Nuclear Regulatory Commission (NRC), and the
Department of Defense (DoD). Mr. Flegel reviewed the DWP science responsibilities,
including review and revision of Mandatory Guidelines for Drug Testing; the National
Laboratory Certification Program (NLCP); the Drug Testing Advisory Board (DTAB)
and Medical Review Officer (MRO) Training. On the science side, program outcomes
include establishing national drug testing standards for multiple specimen types (urine,
oral fluid and hair), HHS lab certifications, MRO certification standards and DTAB
recommendations for the Assistant Secretary. On the policy side, DWP is responsible for
technical assistance for Federal agencies, certification of DWP plans; interacting with the
Interagency Coordinating Group Executive Committee (ICGEG), designating testing
designated positions (TDP’s) and evaluation of the impact of policies and legislation on
the Drug-Free Workplace Program. The Emerging Issues group monitors drug
prevalence and overdose data and the Quest Drug Testing Index to identify new trends
and emerging threats of novel psychoactive substances and new adulterants and enter into
policy discussions with ONDCP regarding policy and legislative impacts on the Drug-
Free Workplace Program.

There are 204 Executive Branch agencies considered subject to Executive Order 12564;
122 agencies with certified plans; and 73 agencies identified without a certified plan and
without evidence that they are not required to comply with Executive Order 12564.
Updating the Mandatory Guidelines, the Urine Guidelines were effective on February 1,
2024; the Oral Fluid Guidelines became effective on October 10, 2023; and the comment
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period for the proposed Mandatory Guidelines for Hair ended September 10, 2020, and is
still under OMB review. The three guidelines were revised to correspond across all three
going forward. The analyte table is now separate so that annual review and appropriate
changes can be made more efficiently. The routing process for Mandatory Guidelines to
become final and implemented involves 17 steps, which have been completed for urine
and oral fluid. Hair remains around step 11.

Major revisions that became effective on February 1, 2024, included revision of the
timeline for publishing the authorized drug testing panel, a revision to report specimens
as substituted based on biomarker testing, and a timeline for publishing an authorized
biomarker testing panel. The morphine confirmatory test cutoff was changed from 2,000
ng/ml to 4,000 ng/ml. There was a revision of the MRO verification process for positive
codeine and morphine specimens. Additionally, a requirement was established for MROs
to submit semiannual reports to HHS on federal agency specimens that were reported as
positive for a drug or drug metabolite by a laboratory and verified negative by the MRO.
Also, there was a revision to apply the same “refusal to test” criteria to all donors by
removing the allowance for pre-employment collections. Finally, under Hair Mandatory
Guidelines, more than 700 individual comments were received and organized by subject
and reviewed and a Proposed Hair Mandatory Guidelines was prepared. In June 2021,
DTAB members reviewed the draft and provided input. In March 2022, SAMHSA
conducted listening sessions with seven hair testing laboratories to discuss proficiency
testing, quantitative agreement within and between laboratories, reporting criteria, and
establishment of a possible future technical working group. The revised Hair Mandatory
Guidelines were submitted to OMB for review.

Mr. Flegel listed 18 current NLCP applied studies. Among the studies is a synthetic
urine evaluation; a look at cannabinoids in hair; data sharing around hydroxycocaine; a
Johns Hopkins University (JHU) CBD chronic dosing (2020) study, a delta-8-THC
dosing study; a cannabinoid product testing survey; a JHU delta-8-THC driving simulator
study; a Q-TOF screening methods study; a hair color impact clinical collaboration; and a
laboratory management upgrade project. Mr. Flegel discussed the evolving environment
which is affected by the 2015 FAST Act, the 2018 Farm Bill and the 2018 opioids Crisis
Response Act. Drug testing and specimen collection technology are improving. The
research community is dealing with new and novel drugs, increased access to marijuana
and CBD products and the implications for workplace safety/security, and increased
demands on the DWP related to return-to-office challenges.

The MRO Manual has been updated to reflect revisions of the MRO verification process
and MRO-relevant information from SAMSHA -- NLCP notices, manuals for urine and
oral fluid, guidance for using the 2023 Federal CCF. The revised 2024 MRO Guidance
Manual and case studies have been posted to the SAMHSA website. Mr. Flegel
mentioned several areas of interest to consider, including the fact that the state-of-the-art
and science, maintaining program integrity, drug testing validity and reliability,
workplace safety and security, specifically pertaining to safety-sensitive positions. We
have training for supervisors under the Drug-Free Workplace program which may be
used by employers in the private sector.



Mr. Flegel concluded with a road map and action plans moving forward. Pursuing a
clearance strategy with FDA would reduce the time required to implement a change the
testing panel when adding an analyte across all matrices. Add pulse testing would for
emerging drugs and specimen validity. Review and streamline program processes where
possible including inspections and audits and align timelines for SAMSHA/DWP and
Federal partners. Finally, Mr. Flegel presented an updated version of a timeline of
milestones in the Federal Drug-Free Workplace Program.

Presentation: Fentanyl Prevalence
David Kuntz, Ph.D., Clinical Reference Laboratory (CRL)

Dr. Kuntz explained that CRL first tested for fentanyl using ELISA before moving to LC-
MS/MS screens, to search for additional various designer fentanyls. When rescheduling
changed the available analytes, CRL has moved to an EIA method. Increasing demand
for test options has resulted in fentanyl being added to 1,600 different panels containing
different drugs and varying fentanyl cutoffs at 0.3, 0.5, 0.75, 1.0 and 2.0 ng/ml. CRL is
confirming about 87% of all screen positive samples.

The sample testing is performed on a Sciex 6500 plus mass spectrometer, using a 250 uL
urine sample, liquid/liquid extraction with MTBE with dry ice, dry down organic and add
500 uL of buffer, transferred to 96 deep well block for analysis. Detection limits
(LOD/LOQ) are 0.05 ng/mL with an upper limit of 40 ng/mL. Blanks are injected
between samples to monitor for carryover.

In 4,449 samples, the positivity rate in urine was about 1 percent while oral fluid
positivity in a few hundred specimens was higher and increasing to around 4.5% in
January 2024. In urine, 87% of the samples that screened positive for fentanyl or
norfentanyl or both. Looking at the reasons for positive tests, random testing produced
the greatest number of fentanyl positives. There were other drugs in the mix -- nearly
23% of positive fentanyl’s also contained THC (marijuana). 20% had
amphetamines/methamphetamines, and about 17% had methadone. There is not a large
crossover of fentanyl with opiates. No opiates were detected in 88% of the positive
fentanyls, 5% of the fentanyl positives contained one opiate, 5% of the fentanyl positives
contained 2 opiates, 1% had 3 opiates, 1% had 4 opiates and less than 1% had the
maximum of 5 other opiates present.

In oral fluid, fentanyl was much more present than norfentanyl. 30% of the positive
fentanyl oral fluid specimens also contained methadone. Next was methamphetamine at
18%, cocaine at 16% and marijuana co-positivity was 8%. In oral fluid, no opiates were
detected in 91% of the positive fentanyls. Again, random testing yielded the largest
percentage of fentanyl positive oral fluid specimens. Dr. Kuntz concluded his
presentation.



Presentation: Fentanyl Immunoassay Updates: Assays Available
Svante Vikingsson, PhD

Dr. Vikingsson discussed the oral fluid immunoassays available for urine. He noted that
four suppliers offered five assays targeting fentanyl and two assays for norfentanyl.
There is data from Budelier et al that show fentanyl QC results from two different assays,
both with a cutoff of 1 ng/mL show differing performance characteristics. Other assays
target norfentanyl with a cutoff of 5 ng/mL.

Ion trapping results in higher concentrations of fentanyl in oral fluid than in blood,
because it is easier for fentanyl to move from blood or plasma into oral fluid than the
reverse. Several studies have looked at fentanyl mean and median concentrations in oral
fluid. In two studies there was a median concentration of slightly over 1 ng/mL, and
three studies that reported 5 to 8 ng/mL, and one study by Harper et al that reported that
more than half of the samples were at least 20 ng/mL. True mean and median
concentrations likely vary due to the population tested as well as the assay cutoff.

Looking at how urine and oral fluid compare, while oral fluid concentrations are higher
than blood concentrations, they are both lower than the urine concentrations. Comparing
urine and oral fluid, both the route of administration and the time between intake and
sampling must be considered.

Dr. Vikingsson commented on the limited availability of immunoassays for fentanyl in
oral fluid. Although no homogenous immunoassays have been identified, two labs use an
assay developed for a different matrix, redesigned for fentanyl in oral fluid as a lab-
developed test. Three companies provide ELISA tests for fentanyl (Neogen,
Immunalysis and Randox), and Randox Biochip offers an assay with a 1.5 ng/mL cutoff.

In summary, immunoassays are available to measure fentanyl in urine. Most target
fentanyl with limited norfentanyl cross reactivity. Oral fluid concentrations are higher
than we see in blood, but lower than we see in urine. FDA-cleared immunoassays for
fentanyl in oral fluid are not available. And some immunoassays are being used to screen
for fentanyl in oral fluid as “lab-developed tests” after validation. One other option is LC-
MS based screening or some screening assays that go straight to mass spectrometry.

Dr. Vikingsson concluded his presentation.

Presentation: Cost and Benefits Analysis Regarding the Analyte Table
Change

Ruth E. Winecker, PhD F-ABFT

Dr. Winecker began with a description of crime lab data from the National Forensics
Laboratory Information System (NFLIS), and data from the Federal Workplace. The
NFLIS prevalence data reveals that the top five drugs account for about 75% of reported
drugs — methamphetamine, cocaine, fentanyl, cannabis (marijuana) and heroin.



Estimated prevalence for fentanyl in Federal Workplace Drug Testing is estimated to be
around .2% or higher based on pulse testing.

A fentanyl cost analysis was performed similar to the one done when the semi-synthetic
opioids were added to the Federal Program. Basic assumptions for the calculation were
that laboratory information reported in NLCP surveys had not changed substantially,
estimated initial test and confirmation rates were similar to pulse testing rates, and the
total number of federal employees and applicants tested had not changed.

A 2023 NLCP Fentanyl Survey of Urine revealed 84% of HHS-certified laboratories test
non-regulated workplace specimens for fentanyl and/or norfentanyl. The survey showed
that initial test cutoffs ranged from 0.5-2.0 ng/mL, and the confirmation cutoffs ranged
from .5 to 2 for fentanyl and .5 to 5 ng/mL for norfentanyl. Regarding costs, initial
testing ranged from $0.23 to $5.00 per specimen and confirmation testing ranged from
$8.00 to $25.00 per specimen.

With regard to oral fluid, the survey revealed 43% of HHS-certified laboratories test non-
regulated workplace specimens for fentanyl and/or norfentanyl. The survey showed that
initial test cutoffs range from 1 to 4 ng/mL for fentanyl and confirmation cutoffs ranged
from .5 to Ing/mL for fentanyl. Regarding costs, initial testing was $0.80 to $1.00 per
specimen and confirmation testing was $22.00 to $25.00 per specimen.

As the cost to add fentanyl are based on prevalence, multiple fentanyl prevalence studies
were reviewed. Based on the studies regarding fentanyl prevalence in urine, the cost
analysis was based on a .2% positivity rate. Total costs estimate related to adding
fentanyl to the urine Federal Drug Testing panel is $9,139 to $192,850 per year. This is
for federal specimens, an estimated 38,000 federal specimens per year. So with initial
testing of $.23 to $5 per specimen, the initial testing range is almost $9,000 to $190,000
per year, with confirmation testing at a .2 positivity rate, total for confirmation testing is
$304 to $2,850 per year, which translates to approximately$0.01 to $0.08 per sample
tested. We didn't do any cost estimates for adding fentanyl to oral fluid, because we don't
have any oral fluid labs yet.

Regarding MDMA/MDA, prevalence from the non-negative specimen list ranges from
0.001 to .003% and more than 25% of these are agency blind samples, which equates to
fewer than one federal agency samples per year. Cost analysis was based on the total
number of federal employees and applicants tested and reagent costs.

There will be some administrative costs to remove MDMA from the panel, and total cost
savings will be $3,800 to $38,000 per year, based on initial testing of $0.10 to $1.00 per
specimen, and confirmation testing is $8.00 to $25.00 per specimen. Advantages of
removing MDMA/MDA include MDMA/MDA prevalence is the lowest of all tested
analytes, less than one federal agency positive per year, and it is the 19" most frequently
identified in seized drug exhibits (.28 percent of the total), similarly acting drugs like
psilocin and psilocybin have higher prevalence in the NFLIS surveys (.84% of total), and
the costs currently incurred of maintaining the assay, including PT testing and annual
assay re-verification in labs, will be eliminated.


https://approximately$0.01

Areas of concern include loss of deterrence of use of this particular drug may not last if
we don’t test for it anymore. Of note, Dipentylone is commonly marketed as MDMA,
masking the true demand for these drugs.

Presentation: Comments received regarding Analyte Table Change
Kaitlynn Busto, M.S.

Ms. Busto stated that the public comment period for regarding the analyte table changes
was from October 17, 2023, to January 4, 2024. There were 176 comments received
from 118 individuals regarding the addition of fentanyl and norfentanyl to the analyte
tables, the initial and confirmatory test cutoffs in both urine and oral fluid, and the
removal of MDMA/MDA from the analyte panel. A majority (115) favored the addition
of fentanyl based on the existence of the opioid epidemic, the increase in the number of
fentanyl overdose deaths, use of fentanyl in safety sensitive positions, the public health
crisis, and the ease of availability. Twenty comments favored adding norfentanyl.

Three commenters opposed the addition of fentanyl. Reasons given include expense,
short window of detection, rulemaking timekeeping and further exacerbation of the truck
driver shortage.

Most agreed that the proposed cutoffs for fentanyl and norfentanyl for both urine and oral
fluid should be 1.0 ng/ml for initial test and 0.5 ng/mL for confirmation. For urine
testing, those that disagreed noted that the cross-reactivity for the fentanyl assays was less
than 80% for norfentanyl. Multiple commenters stated that since norfentanyl is not
pharmacologically active, it could just be used as a confirmatory analyte and not used for
the initial test.

Several commenters disagreed with the 1.0 ng/mL initial test cutoff for fentanyl in oral
fluid. Reasons cited include that the lack of FDA-approved immunoassay kits would
necessitate use of alternate MS screening tool which would be an added cost to labs;
added lab cost passed to employers would result in fewer agencies adopting oral fluid as
an alternate matrix; oral fluid devices containing a buffer that dilute the specimen versus
a neat device would be challenged to the stringent QC criteria of £25% QC or an LOD at
40%.

Multiple commenters disagreed with the proposed 0.5 ng/mL confirmatory cutoff for
fentanyl in oral fluid citing analytical difficulties when an oral fluid sample is collected in
a device that contains a buffer that dilutes the specimen. Concern was also raised
regarding the susceptibility of carryover on the instrument. One commenter did suggest a
confirmatory cutoff of 1 ng/mL.

Several commenters also agreed that MDMA and MDA should be removed from the
panel since it would not affect workplace and public safety. Other commenters disagreed
with the removal of MDMA from the panel, arguing not testing for it could lead to higher
use and abuse.



Summary: Analyte Table Change
Ron Flegel, B.S., MT (ASCP), M..S.

Mr. Flegel explained that changes in the analyte table are made on an as needed basis,
either additions or removals. The review occurs on an annual basis and updates are
provided at DTAB meetings during which discussions occur regarding potential changes.
Public comments are reviewed and there were a significant number of comments around
the addition of fentanyl and removal of MDA and MDMA. A Federal Register Notice
that details the proposed changes to the analyte table is published three weeks before the
DTAB meeting. There is an ongoing review of the scientific and medical literature, a
look at prevalence data, and input from the federal partners. A scheduled public
comment period occurs during a DTAB meeting and those comments are compiled and
reviewed during a subsequent DTAB meeting where any final changes are discussed.

On February 9, 2024, a Federal Register Notice was published for the March 5, 2024,
DTAB meeting listing the revised proposed initial test cutoff for fentanyl in urine at 1
ng/mL with no initial test for norfentanyl, and a revised confirmatory test cutoff at 1
ng/mL for both fentanyl and norfentanyl. In oral fluid the proposed initial test cutoff for
fentanyl remained at 1 ng/mL and a confirmatory test cutoff for fentanyl was revised to 1
ng/mL.

Regarding prevalence, THC (cannabis) has increased; amphetamines showed an increase;
hydrocodone, hydromorphone, and oxymorphone have shown a decrease;
benzoylecgonine has shown a small but steady increase over the last four years; and
codeine/morphine has continually shown a small decrease. The final recommendation
includes removal of MDMA and MDA the prevalence of which has remained steady at
about 0.002 percent. Public comments have been posted on the December meeting link.
Mr. Flegel concluded his remarks.

Public Comment

Ms. Davis invited public comment. The first comment came from Brian Drew, who said
the comment came from the National Drug and Alcohol Screening Association
(NDASA). Mr. Drew applauded the announcement from DWP that MDA and MDMA
will be removed from the testing panels for both the Oral Fluid and Urine Mandatory
Guidelines. He added NDASA'’s support for the decision to retain PCP in the testing
panel because PCP is a matter of considerable concern in the DOT regulated industries.
There was a concern expressed earlier by NDASA about whether there was research to
support the 1ng/mL cutoff, and there was appreciation that DTAB is looking into the
issue of the cutoff for fentanyl. Finally, NDASA appreciates the apparent assurance that
the DWP changes will have long-term effective dates to allow for simultaneous testing
panel changes for urine and oral fluid for both DOT and DWP. NDASA continues to
urge that there not be separate testing panels for DOT testing and Federal testing panels,
and that there be extended effective dates so that changes may be fully synchronized with
the DOT effective dates. Mr. Drew concluded his remarks. Ms. Davis opened the
meeting to additional public comments. There was no response. The public comments
agenda item was closed.



Closing Remarks and Adjournment

Mr. Flegel expressed appreciation to the presenters, DWP staff, board members and
others in attendance for participating and contributing to the discussion. Ms. Davis noted
there was no further business for the open session and adjourned the meeting at 12:32

p.m.)

(Whereupon the open session was adjourned at 12:32 p.m.)
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