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Call to Order 
Approval of March 2023 DTAB Minutes, Lisa Davis, Designated Federal Officer, DTAB 

Ms. Lisa Davis, the Designated Federal Officer (DFO), called the meeting to order. She called the roll and 
confirmed that there was a quorum. She announced that the meeting was open to the public. Ms. Davis 
welcomed the newest board members, Dawn Hahn and Bryan Ruggery. Ms. Davis invited a motion to 
approve the minutes of the March 7, 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 welcomed board members, particularly new members Dawn Hahn and Bryan Ruggery, and ex 
officio members, federal partners, industry leaders, and members of the public. He thanked Drs. Barry 
Sample and Jason Schaff, who completed their terms on the board after the March DTAB meeting. 
SAMHSA continually seeks improvement in services of the program by regularly reviewing the science 
and technology on which the program relies. The DWP recently completed a SCOT analysis (strengths, 
challenges, opportunities, and threats), which will provide a guide for future actions. Mr. Flegel added 
that the agenda also includes a presentation on the history of the Drug-Free Workplace Program (DWP), 
as well as a discussion of changing trends in testing and a comparison of pharmacokinetics and 
pharmacodynamics of delta-8-THC and delta-9-THC in human volunteers.  

Regarding the proposed Mandatory Guidelines for hair, a notice was published in the Federal Register on 
September 10, 2020, inviting comments to November 9, 2020. DWP revised the Guidelines based on 
those comments and submitted the final document to the Office of Management and Budget (OMB) for 
review and approval. On June 8, 2021, HHS provided a preliminary draft to SAMSHA, which moved to 
clearance on October 2022. Mr, Flegel suggested that a final Mandatory Guidelines may be released in 
the second quarter of 2023. 

The proposed revisions to the Mandatory Guidelines for urine and oral fluid were published in the 
Federal Register on April 7, 2022. Public comment closed on June 6, 2022, after receiving 57 comments 
on urine from 22 commenters and 204 comments on oral fluid from 53 commenters. All comments have 
been reviewed and are currently being reviewed at OMB. Mr. Flegel’s introductory remarks were 
concluded.  

Department of Transportation (DOT) Update 
Bohdan Baczara, Deputy Director, Office of Drug and Alcohol Policy and Compliance 

Mr. Baczara focused his remarks on oral fluid testing, noting that the Notice of Preliminary Rulemaking 
(NPRM) was published in February 2022 with an extended comment period resulting in the final rule 
being published May 2023. However, employers may not utilize oral fluid testing until two HHS-certified 
labs have been certified, one to process the primary specimen and one to process the split specimen. 
Employers must consider how to proceed, whether to continue the current urine testing program or add an 
oral fluid test, which is a directly observed test, and whether to incorporate oral fluid testing to address the 
shy bladder scenario.  

Mr. Baczara suggested establishing standing orders for collectors and having designated employer 
representatives (DERs) available to support collectors should the need arise, for example, to remove an 
employee from safety-sensitive duties. Employers should be available to respond to any questions related 
to oral fluid collection.  

There are logistical requirements related to oral fluid testing, including collector training, purchase and 
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storage of oral fluid collection device which have expiration dates. Tests performed using expired devices 
are invalid. Mr. Baczara concluded his comments about oral fluid testing. 

The final rule indicated that Substance Abuse Professionals (SAPs) are authorized to conduct evaluations 
and assessments remotely if there is real-time two-way audio and visual communications, and the 
technology allows complete collection of information consistent with face-to-face communication with 
robust security to ensure confidentiality. Mr. Baczara discussed the role of the Medical Review Officer 
(MRO), including the verification of prescriptions related to drug testing, and clarified options for 
cancelled tests noting that fatal flaws cannot be uncancelled.  

The employer has the responsibility to determine if a refusal to test has occurred. Mr. Baczara mentioned 
that an employer handbook is near release that includes an extensive discussion of oral fluid. There is also 
an employee handbook that must be updated to include oral fluid, and an updated SAP guidelines are 
available on the website.  

There is a requirement that employers, MROs, and SAPs enter Part 382 alcohol and drug violations in the 
Motor Carrier Clearinghouse. Close to 20 million queries were conducted, and 200,269 drug violations 
were reported as were 4,544 alcohol violations. The top three drugs that were reported were marijuana, 
cocaine, and methamphetamines, in that order, and the test reason with the most reported drug violations 
was pre-employment. Mr. Baczara concluded his talk with a list of ODAPC resources. 

Nuclear Regulatory Commission (NRC) Update 
Brian Zaleski, Specialist – Fitness for Duty/Access Authorization 

Mr. Zaleski stated that his remarks would pertain to fitness for duty performance related to drug and 
alcohol testing information provided by licensees annually; and an update of the Part 26 final rule 
finalized on November 22, 2022, including a look at substances tested and cutoff levels included in the 
2008 and 2017 HHS Guidelines. The update will include expanding to use oral fluid specimen collection 
and testing under certain circumstances. 

Mr. Zaleski explained that the Fitness for Duty (FFD) testing program applies to NRC-regulated 
employees subject to 10 CFR Part 26, mainly individuals who work at commercial nuclear power 
reactors, formerly operating power reactors and fuel fabrication facilities. Drug test results are reported to 
the NRC annually and are MRO-verified. Anyone who has unescorted access to a nuclear power plant is 
subject to drug and alcohol testing. A nuclear power plant may have one to four units. Every 18 months 
an individual unit has to be down for refueling and maintenance, which results in an influx of short 
duration contractor/vendor employees. We see a differential in positivity rates that is higher for short 
duration contractor/vendor employees verses longer term licensee employees. Drug and alcohol testing 
started under Part 26 in 1990. 

Mr. Zaleski commented that the predominant testing is focused on pre-access, which is required to grant 
unescorted access. The testing is not only for illicit drugs, but impairment from any cause, such as fatigue 
and prescription medication. Random testing which applies to half of the employees each year involved 
77,000 individuals in 2022.  

Mr. Zaleski pointed out that while a gap exists between contractor/vendor and licensee positivity rates, 
the trends tend to move together. The variability in positive rates over time for licensees was pretty tight 
from 2002 to 2020 when there was a significant uptick driven by marijuana positives. Marijuana has the 
highest positivity percentage overall and is higher among the contractor/vendors), and alcohol positivity 
percentage is higher among licensees. Positivity percentages for cocaine and amphetamines are similar 
between licensees and contractor/vendors. Most of the positive results are for individuals in the 
maintenance and general facility categories, workers who are not in safety sensitive areas, and most of the 
security positives were pre-access tests.  

The NRC is pleased to see oral fluid testing moving forward as it is an observed collection. Collecting 
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better information regarding subversion attempts with urine testing began in 2014, and revealed that about 
a third of drug test violations were subversion attempts, between 270 and 300 annually since 2017. Most 
sites reported at least one event per year, and over 90 percent of the events involve contractor/vendors 
mostly during pre-access testing. Most are caught at the collection site through out of temperature 
specimens. Substituted and adulterated specimens are rare. There are graduated sanctions for a test 
violation – first event go through a return to duty process and follow up testing for three years; second 
event, return to duty process and follow up testing for five years; third event, permanent denial of 
unescorted access. If you cheat, it is a permanent denial. 

Mr. Zaleski described the voluntary electronic reporting for the FFD Program required under 10 CFR 
26.717 and 26.417(b) which includes uniform event specific information to enable trending and analysis. 
Finally, approval of Part 26 final rule published in November 2022 aligns drug testing requirements more 
closely with the HHS 2008 and 2017 Mandatory Guidelines for Federal Workplace Drug Testing of urine 
specimens. Substantive changes: adds testing for MDMA, MDA, hydrocodone, hydromorphone, 
oxycodone and oxymorphone; lowers drug testing cutoff levels for amphetamine, methamphetamine, 
cocaine; and improves testing methods to identify heroin adding initial testing for 6-acetylmorphine. It 
further improves methods to detect donor subversion attempts by lowering cutoffs for dilute specimens 
and includes an option to collect and drug test oral fluid under observed collection conditions. Mr. Zaleski 
concluded his remarks. 

Regulatory Program Updates and Mandatory Guidelines Updates to 
Proposed Urine, Oral Fluid and Hair Guidelines 
Ron Flegel, B.S., MT (ASCP), M.S., DWP, CSAP, SAMHSA  

Mr. Flegel stated that an important goal is completion of the Comprehensive Review of the Federal Drug 
Testing Program and current state of the Drug-Free Workplace Program (DFWP), and examination of 
issues affecting the program, and looking at initiatives to address unanswered questions. In the future, the 
goal expands to identify key policy and technical issues as well as the existing challenges for 
implementation of the Mandatory Guidelines using oral fluid and/or hair, look at ongoing studies of 
cannabis, and enhancements to the DFWP. The DFWP impacts approximately 14 million employees of 
various agencies and performs approximately 7 million tests each year. The total number of Executive 
Branch agencies subject to Executive Order 12564 is about 208, and the number of agencies with certified 
plans is 137, and the number of agencies without certified plans is about 71. The SAMHSA Division of 
Workplace Programs (DWP) works with agencies to establish and maintain such plans.  

One aspect is the recently established DWP supervisor training course, a government-wide program, and 
the development of a DWP tool kit available to any agency and to private employers. The DWP also did a 
joint study with the National Safety Council on the impact of COVID-19 on Employee Assistance 
Programs (EAP) -- 70 percent of all EAP workplaces made changes to support employees during this 
time, 69 percent of the workflow changed because of COVID, 22 percent offered testing for COVID and 
other drugs, and 15 percent had mental health or wellbeing promotions. Finally, revisions to the 
Mandatory Guidelines using oral fluid and urine and hair are currently under OMB review. 

A Substance Use and Mental Health Changes During the Pandemic study by the National Safety Council 
concluded that workplace injuries and incidents increased during the pandemic more due to mental health 
changes than substance use changes, and there was a perceived significant increase in alcohol 
consumption and cannabis use. 

Mr. Flegel briefly reviewed the status of the SAMHSA Mandatory Guidelines for urine, oral fluid and 
hair, all of which are in OMB review. Revisions include an annual review of the authorized drug testing 
panel (drugs, analytes and cutoffs), revision of reporting specimens as substituted based on biomarker 
testing; and establishing a process and timeline for publishing an authorized biomarker testing panel of 
analytes and cutoff concentrations. The verification process for positive codeine and morphine specimens 
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was revised as was requiring MROs to submit semiannual reports to HHS where the specimens reported 
positive for a drug or drug metabolite by a laboratory were verified as negative by the MRO. 

SAMSHA received over 700 comments from 213 commenters on hair Mandatory Guidelines, and several 
studies submitted by commenters, all of which were reviewed. There was a DTAB review of the 
Guidelines as well. We held listening sessions with several hair testing laboratories including topics such 
as proficiency testing, the quantitative agreement between labs, and reporting criteria. Also important is 
standardization of report nomenclature and abbreviations.  

Mr. Flegel reported on the status of NLCP studies, eleven of which have been completed, nine of which 
are nearing completion, and one on hydroxycocaine in hair data sharing, which is in progress. Two Johns 
Hopkins University studies, one on chronic dosing of CBD and another one on delta-8 dosing, are 
continuing, and a study on cannabinoids in hair also in data analysis phase. Regarding the changing 
legislative environment, the 2015 FAST Act required development of Mandatory Guidelines for hair 
testing; the 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 and the 2018 Opioids Crisis Response Act affected. 
Regarding science, drug testing and specimen collection technologies are improving, and new and novel 
drug use continues to emerge (synthetic designer drugs), and there is increased public acceptance and 
availability of marijuana and CBD products, which impacts workplace safety/security. Mr. Flegel briefly 
discussed prevalence of delta-8-THCA and fentanyl and concluded his remarks.  

Presentation: History of U.S. Drug Policy and the Federal Drug-
Free Workplace Program 
Robert DuPont, M.D. and Michael Walsh, Ph.D. 

Dr. DuPont recalled his first exposure to addiction science in 1968, working as a psychiatrist for the DC 
Department of Corrections when there was a very high crime rate in the nation’s capital. In August, 1969, 
he performed urine testing of all incoming jail inmates in DC. Heroin positivity was 44 percent and the 
findings were published in the New England Journal of Medicine. It stimulated interest at the White 
House about drug abuse and treatment. The following three years 15,000 heroin addicts were treated. The 
first White House Drug Office was created in June 1971 and has been operational for 52 years. Then 
President Richard Nixon called drug abuse the number one priority for the federal government, and he 
sent the first White House drug czar, Jerome Jaffe, to California to pick up the first immunoassay 
screening tests and take them to Vietnam, where there was a high rate of heroin use among service 
people, a threat to the war effort.  

The drug epidemic began in the late 1960’s. Although there were some drug problems before that time, 
they usually involved a single drug and affected very small populations. The new epidemic affected very 
large percentages of the population, included polydrug use, with major legitimization and glorification of 
recreational drug use. Most drug overdose deaths involve use of multiple drugs, an average of four, but as 
many as eleven. There have been a number of landmark events in drug testing: 1971, returning Vietnam 
veterans ; 1981, the crash on the aircraft carrier USS Nimitz killing 14; the 1987 crash of Amtrak and 
Conrail trains caused 16 deaths; 1988, the Federal Aviation Administration adopted regulations requiring 
random drug testing for 50 percent of safety-sensitive personnel, including pilots; Drug-Free Workplace 
Act required certain federal workplaces to implement a Drug-Free Workplace Program, which included 
mandatory drug testing.   

Dr. DuPont stated that alcohol has been around for a long time but there is no drug analogy to the .08 
alcohol level. Drug use can be defined as commercialized recreational pharmacology, using chemicals to 
stimulate brain rewards for pleasure and it is promoted for profit by industry, often targeting minority 
groups and the economically disadvantaged. It is also driven by the money of the users, both legal and 
illegal. Overdose deaths are different from deaths related to alcohol and tobacco. They often involve 
younger individuals and have caused the life expectancy of Americans to drop for the first time since the 
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flu epidemic in 1918.  

The 2021 household survey on drug use and health was dominated by alcohol and tobacco, and to a lesser 
extent marijuana.  

(Dr. DuPont’s audio temporarily lost.) 

Dr. Walsh explained that in 1986 President Reagan issued an Executive Order requiring all federal 
agencies to develop programs and policies to achieve a drug-free federal workplace. One of the 
requirements was that the agencies institute employee drug testing. The responsibility was ultimately 
assigned to the National Institute on Drug Abuse (NIDA). Dr. Walsh, set up a taskforce to develop a set 
of guidelines only for the drug testing program and for laboratory certification as well. By February 1987, 
an initial set of guidelines was developed and the Secretary of Health Bowen issued the required set of 
scientific guidelines. There was significant opposition in Congress, which proposed legislation to prohibit 
any appropriation of funds to implement the Executive Order. In July 1987, they enacted Public Law 100-
71 which permitted the program to move forward following certain prerequisites. HHS was required to 
publish the technical and scientific guidelines in the Federal Register for notice and comment and that 
those guidelines included standards for laboratory certification. The revised guidelines and lab 
certification standards were subsequently cleared through HHS and OMB and were published in the 
Federal Register as the final Mandatory Guidelines for Federal Workplace Drug Testing Programs on 
April 11, 1988. In July 1988, utilizing certification standards, the National Laboratory Certification 
Program was implemented by HHS/NIDA, and the program was administered by the forensic Center at 
the Research Triangle Institute. Since that time, more than 100 labs have been certified.  

Establishing new regulations in the federal government involves a cumbersome clearance process 
involving several agencies within HHS as well as the Interagency Coordinating Group, the Office of 
Personnel Management, OMB, and ultimately the White House and Congress. Drafts at every stage 
including responding to all comments.  

Over the 35 years of the Federal Drug Testing Program, changes have occurred in the Mandatory 
Guidelines, including the recent approval of oral fluid as an alternative specimen is a significant success, 
but no labs have yet been certified.  

There have been new challenges to the program. Attitudes about drug use has changed. Legalization of 
marijuana is gaining acceptance; new drugs are reaching the market, and novel drugs are being 
developed. The COVID pandemic challenged the drug testing program due to distance oversight of 
remote employees. MRO Evaluations are performed via telemedicine. Over the last 15 months, the 
taskforce has examined these new challenges with the three expert working groups, one looking at legal, 
political, and social issues, another scientific and laboratory issues, and the third, management of the 
testing program in 2023 and beyond.  

Dr. DuPont resumed his presentation noting the exceptional work that was done to implement the 
program so quickly aided by bipartisan support as well as support from the President. Dr. DuPont took 
exception to comments that the effort has failed. He pointed to the very low percentage of individuals 
using illegal drugs, although he also conceded that the problem is not going away. In fact, with 
legalization of some drugs like marijuana, the problem will certainly exacerbate. It is a global problem 
with commercial and other interests making a lot of money selling drugs. 

Synthetic drugs production is increasing because it is easy to produce anywhere, indoors or out. Dr. 
DuPont stated that a massive drug brain reward research is going on without NIH involvement or IRB 
approvals. The future is more chemicals, less expensive, more conveniently delivered.  

Dr. DuPont stated he wanted to end with some statistics that give him hope. The peak of drug use was in 
1983, with alcohol use at 72 percent that year. Currently alcohol use has dropped to 30 percent. Marijuana 
use was 40, now it’s 20. Cigarettes was 40, now it’s 5. This is indicative of cultural learning about drugs. 
He appreciated how hard it is to keep up with all the changes but there are hopeful signs.  
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(Dr. DuPont concluded his remarks.) 

Update on the Drug-Free Workplace Program Comprehensive 
Review 
Ron Flegel, B.S., MT (ASCP), M.S., DWP, CSAP, SAMHSA 

Mr. Flegel noted that in 1986, Executive Order 12564 was issued as the Federal Drug-Free Workplace 
Program, after which Public Law 100-71 required agencies to have a standardized model plan, and HHS 
published Mandatory Guidelines in 1988. The NRC published the first FFD Regulations in 1989. In 1991 
the Omnibus Transportation Employee Testing Act required DOT to incorporate HHS's Mandatory 
Guidelines for safety-sensitive positions in the transportation industry. In 1998, testing for heroin, 6-
acetylmorphine, was added, and in 2010, oxycodone, oxymorphone, hydrocodone were added. Then in 
2019, oral fluid Mandatory Guidelines were published, and soon HHS-certified oral fluid testing 
laboratories should be added. In 2020, hair Mandatory Guidelines were published and in 2022, the 
Comprehensive Review of the Federal Drug Testing Program was initiated.  

The Drug Testing Advisory Board (DTAB) was established to assess the science and technology for drug 
testing and to generate standards for laboratory certification. There are 10 Members – 8 forensic experts, 
one representative of users of SAMHSA certified labs, one represents tested individuals, all of whom 
serve four-year terms.  

The Comprehensive Review identified several challenges to the program. There is lack of agility of the 
testing panel to respond to emerging issues and new drugs. There are a decreasing number of test labs but 
increasing number of matrices, specimen adulteration and substitution, collection issues and emerging 
legislative issues. New drugs continue to emerge, and there is increased availability and public acceptance 
of marijuana and CBC, with implications on workplace safety. 

In 2022, a Comprehensive Review was convened involving three working groups – a working group 
looking at legal, legislative, political, and social issues; one looking at the science and laboratory issues 
(emerging drugs, evolving technology, and alternative matrices); and a working group on managing the 
program. The plan is to have a written summary report by about October. Mr. Flegel identified several 
program strengths, including its scientific integrity and solid legal foundation, a perceived validity and 
fairness, its effective deterrent impact, and a gold standard reputation earned through years of testing. 
There are also challenges – the lengthy process to change an analyte, a lack of surveillance capability, 
economics of lab certification, ineffective SVT testing to identify synthetic urines, and MRO notification 
delays. There were also opportunities for improvement – increasing interagency collaboration, program 
visibility and consistency, mandatory guideline revisions, and supporting studies to enhance decision 
making efficacy. Mr. Flegel closed his remarks by noting that there are a number of issues that should be 
addressed -- the issue of unique biomarkers, a good definition of safety-sensitive positions, the impact of 
changing the legal status of marijuana, and effecting efficient policy changes for revising the drug testing 
panel. 

Update on the Food and Drug Administration Approval Process 
Lisa Davis, M.S., DWP, and Joseph Kotarek, Ph.D., Branch Chief, Toxicology 

Ms. Davis reiterated that a major challenge is timely revision of the analyte table. On April 7, 2022, HHS 
published two separate Federal Register Notices with proposed revisions to both the urine and the oral 
fluid Mandatory Guidelines. One change proposed removing the analyte table from the Mandatory 
Guidelines and publishing that testing panel in a separate FRN annually so that changes could be made 
more easily. Since drug testing reagent manufacturers may require FDA approval for new drug testing 
reagents, Dr. Kotarek discussed how to make that process more efficient. He explained that 510(k) triage 
approval is the most expedited regulatory pathway for approval of new drugs of abuse using the minimum 
amount of information necessary to adequately address the relevant regulatory questions or issues. Dr. 
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Kotarek provided the example of a product that was submitted for 510(k) review and approved in one 
month. Although that was exceptionally fast, some 510(k) reviews do take longer, but seldom as long as 
the traditional FDA review/approval process.  

There is another procedure called a change protocol that is an alternative to a full FDA review. The 
change protocol anticipates the possibility of a significant change in the product or procedure. This 
involves a little more upfront work, usually in cooperation with FDA and the application sponsor. The 
application would be prepared as it was initially for the 510(k), with an expanded discussion of the 
possible changes that might be made subsequently. Dr. Kotarek explained that there are significant 
resources on the FDA website to help in developing appropriate applications. He mentioned the Q-
submission program which is a web-based resource to allow sponsors to submit questions about any 
aspect of the application process and get FDA feedback. Dr. Kotarek concluded his presentation.  

Presentation: Changing Trends in Drug Testing 
Faye Caldwell, J.D. 

Ms. Caldwell began with a disclaimer that her remarks were not meant to be legal advice, nor do they 
contain any attorney-client privileged information. She stated that historical illegal drug use is the 
foundation of all workforce drug testing programs whereby the presence of illegal drugs in urine, oral 
fluid and/or hair is sufficient grounds for removing an individual from employment regardless of fitness 
for duty. Changes in drug testing may arise from changes in perceptions about illegal drugs. In 2022, 68 
percent of Americans believed cannabis should be legal, versus 25 percent two decades ago. Nonetheless, 
marijuana is still illegal at the federal level.  

Although the term “war on drugs” is unacceptable to many, it is commonly used, and 83 percent of 
Americans say that the war on drugs has failed – that it didn't decrease drug use or availability of illegal 
drugs; it resulted in social inequities, it caused overcrowding of prisons for nonviolent drug possession 
offenses and there was significant recidivism. Reduced labor availability causes employers difficulty 
finding and maintaining a workforce. And increased remote working makes testing more challenging, a 
condition exacerbated by the COVID pandemic. The increased use of opioids, classified as opioid use 
disorder, was designated as a qualifying condition for medical cannabis in several states including New 
Jersey and Pennsylvania.  

Federally regulated drug testing is often the last to change, and employers of safety sensitive workforces 
are reluctant to change. Non-regulated, non-safety sensitive workforces frequently offer more flexibility 
and employers often experiment with change, but there is no universally accepted definition of a safety 
sensitive workforce. There is one trend, the shift away from traditional testing based on illegal use and 
focus on impairment. Unfortunately, there is no agreement on “impairment,” and no test available that 
provides reliable information on impairment. And there is increased focus on recent use, which narrows 
the window of detection. There is also greater acceptance of eliminating incarceration and providing 
treatment and imposing monetary penalties instead of jail or prison time. There is an increase interest in 
medical research on some other Schedule 1 drugs including psilocybin, LSD and MDMA. Employment 
protection for off-duty cannabis use is increasing. Positivity rates in recreational drug states are increasing 
despite the decreased percentage of drug tests including cannabis.  

As of May 31, 2023, 38 states, DC and four U.S. territories, have enacted medical marijuana laws; and 23 
states, DC and three U.S. territories have passed recreational marijuana laws.  

Presentation: Preliminary Findings Comparing the 
Pharmacokinetics and Pharmacodynamics of Delta-8-THC to Delta-
9-THC in Human Volunteers 
Ed Cone, Ph.D. 
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Dr. Cone explained that the data presented in this discussion is considered preliminary because the study 
is ongoing. Delta-8 is a natural constituent of cannabis present in very small amounts, making it difficult 
and expensive to extract. However, with the passage of the 2018 Farm Bill legalizing the production and 
sale of hemp products from which substantial amounts of cannabidiol (CBD) can be extracted, thousands 
of CBD products have appeared on the market. CBD can easily be converted to delta-8-THC, widely 
considered legal for sale and use. SAMHSA, RTI, and CRL Laboratories, and Johns Hopkins, conducted 
a study of federally regulated workplace urine specimens in the second half of 2022, using a total of 1,504 
urine specimens initially screened positive for cannabinoids by immunoassay. The aliquot was saved, de-
identified, and analyzed by LC-MS/MS for 16 cannabinoids including the acid metabolites of delta-8-
THC and delta-9-THC. 9.7 percent of these specimens confirmed positive for delta-8-THC only. Given 
these data, a rough estimate is that about 7,000 specimens annually would be positive for delta-8 
metabolite in the federally regulated program.  

In the Johns Hopkins study, in healthy volunteers the focus was on a comparison of delta-8, delta-9-THC, 
and placebo by oral and vaped administration. Doses for the two groups were 10, 20, and 40 milligrams 
of delta-8-THC, 20 milligrams for delta-9-THC, and of course placebo, given in random order, with a 
one-week washout break. Lab assessments measuring psychomotor ability and memory and impairment 
were made repeatedly and whole blood, oral fluid, urine, and hair was collected.  

The psychodynamic effects of the oral doses of delta-8-THC reveal an orderly dose dependent response, 
while the effects of vaped drugs, did not. It seems the vape participants are titrating their intake, and 
presumably inhaling enough to get high regardless of dose. The pharmacokinetic response shows time to 
peak blood concentration is slower for delta-8 and delta-9 by the oral route versus the vaped route, which 
is immediately after cessation of vaping, and oral administration produces lower THC concentrations than 
vaped. Dr. Cone ended his discussion. 

Public Comment  
Ms. Davis invited public comment. Ms. Jo McGuire with National Drug and Alcohol Screening 
Association (NDASA) commented that the Drug and Alcohol Testing Industry Association (DATIA) 
merged with NDASA, creating the largest training resource for professionals in the drug and alcohol 
testing industry. Ms. McGuire commended HHS and DOT for expediting oral fluid to final approval. It 
represents a substantial part of the more than 40 million nonfederal drug tests performed each year. She 
noted that no labs have yet applied for HHS certification in part because the FDA has not yet approved 
devices used in oral fluid testing, and also recognized that the lack of FDA-approved devices that meet 
the current federal criteria for HHS and DOT, coupled with the length of the current FDA approval 
process, will continue to unduly delay the ability to clear devices for federal oral fluid testing. This delay 
is currently obstructing the ability of oral fluid laboratories to apply to the NLCP for HHS certification.  

Finally, the NDASA requests that the link to DATIA be removed from the SAMHSA website under 
employee resources at SAMHSA.gov\workplace\resources. All calls, emails, and correspondence that 
were being handled before June 1 are now the responsibility of NDASA, and that would alleviate some 
confusion regarding of messaging for the collection industry. 

Adjournment 
Mr. Flegel expressed appreciation to all who participated and contributed. Ms. Davis noted there was no 
further business for the open session and adjourned the open session of the meeting. 

(Whereupon the open session was adjourned at 3:55 p.m.) 
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