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P R O C E E D I N G S (10:00 a.m.) 

Agenda Item: Call to Order – Approval of March 22 Minutes 

MS. DAVIS: Good morning, everyone. My name is Lisa Davis, and I'm 

the designated federal officer for the Drug Testing Advisory Board, otherwise known as 

DTAB. I would like to welcome everyone to the June 2023 quarterly DTAB meeting.  

We are conducting this meeting remotely.  So please bear with us through any technical 

issues that may occur. 

I officially call this meeting to order and want to welcome the staff of the 

Division of Workplace Programs, federal partners, contractors, invited guests, members 

of the public, and finally, our board members. I wish to welcome our newest board 

members, Dawn Hahn and Bryan Ruggery. Thank you, Dawn and Bryan and all the 

board members for your service. 

Today's open session is scheduled from 9:30 to 4 p.m. Eastern time. Just a 

reminder, before a board member speaks, please state your name for the benefit of the 

transcriptionist and all other attendees.  

With that, I'll start the roll call. 

I'll start with the DTAB members and DTAB chair.  Kristen Burke? 

MS. BURKE: Here. 

MS. DAVIS: Deborah Motika? 

MS. MOTIKA: Present. 

MS. DAVIS: Stephen Taylor? 

Alison Stockdale? 

MS. STOCKDALE: Present. 

MS. DAVIS: David Engelhart? 
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Elizabeth Stuyt? 

DR. STUYT: Here. 

MS. DAVIS: David Roberts? 

DR. ROBERTS: Present. 

MS. DAVIS: Lindsey Everson? 

MR. EVERSON: I'm here. 

MS. DAVIS: Dawn Hahn? 

MS. HAHN: Present. 

MS. DAVIS: Bryan Ruggery? 

MR. RUGGERY: Present. 

MS. DAVIS: And our chair, Ron Flegel. 

MR. FLEGEL: Good morning, everyone.  I'm present. 

MS. DAVIS: And now ex officios and federal partners.  Joey Kotarek? 

DR. KOTAREK: Here. 

MS. DAVIS: Bohdan Baczara? 

MR. BACZARA: Here. 

MS. DAVIS: Brian Zaleski? 

MR. ZALESKI: Present. 

MS. DAVIS: Captain Erin Wilfong? 

All right, that's it for roll call, and we do have a quorum.  

For the first order of business, the DTAB members were given the 

opportunity to review the meeting minutes from the March 2023 DTAB meeting.  If the 

board has any comments, they will be incorporated into this meeting's minutes. Do any 

board members have any comments? 
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(No response.) 

MS. DAVIS: Hearing none, can I have a motion to approve the minutes, 

please? 

(On motion duly made and seconded, the minutes were unanimously 

approved.) 

MS. DAVIS: In today's open DTAB session, we will discuss the 

Mandatory Guidelines for Federal Workplace Drug Testing Programs.  The Department 

of Transportation and the Nuclear Regulatory Commission will provide updates.  

Additionally, there will be presentations on the history of the Drug-Free Workplace 

Program, the Drug-Free Workplace Comprehensive Review, the FDA approval process 

pertaining to workplace drug testing, changes in trends in drug testing, and preliminary 

findings comparing pharmacokinetics and pharmacodynamics of delta-8 THC to delta-9 

THC in human volunteers. 

Please mute your phones and/or computers when not speaking to prevent 

any background noises.  We have a public comment period scheduled at 3:45 p.m. 

following the last presentation prior to adjourning at 4 p.m. If anyone would like to 

provide a comment, they will be able to do so at that time. 

All of the information from today's open session, including meeting 

summary, meeting presentations, will be posted on the DTAB website. Any questions or 

public comments will also be posted. 

Once again, thank you everyone for attending.  I now turn it over to Ron 

Flegel, the chairman of the Drug Testing Advisory Board and the director of the Division 

of Workplace Programs, for his opening remarks. 

Ron? 
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Agenda Item: Welcome and Introductory Remarks 

MR. FLEGEL: Thank you, Lisa. I would also like to welcome all the 

board members, new board members, ex officios, federal partners, industry leaders and 

representatives and members of the public to the Drug Testing Advisory Board meeting 

today. Thank you for choosing to take time out of your schedule to attend this meeting 

today.  I would also like to acknowledge our two new members, as Lisa did, to the Drug 

Testing Advisory Board, and I would like to welcome Dawn Hahn and Bryan Ruggery. I 

would also like to acknowledge and thank Dr. Barry Sample and Dr. Jason Schaff for all 

their contributions to the Drug Testing Advisory Board, who rolled off the board last 

meeting.  There were certificates of appreciation sent to each of you. 

SAMHSA always tries to improve the quality of the services under both 

the NLCP program and the Federal Drug Testing Program.  We just currently attended an 

NLCP site visit, and we are continuing to implement innovations to improve the program 

and to bring additional laboratories into the program.  We also continually look to our 

federal partners and assess the forensic workplace drug testing programs for federally 

regulated testing and private sector testing by reviewing the science and technology used 

in this drug analysis, which I believe has helped to improve the quality of the overall 

related services and processes for forensic drug testing. 

Our standards for laboratory certification for federal workplace drug 

testing programs extends to many of the regulated and nonregulated drug testing sectors.  

Additionally, we recently completed a Comprehensive Review of the Drug-Free 

Workplace Program and the existing practices, the policies, and emerging issues by 

performance of what we called a SWOT analysis, which stands for Strengths, we 

changed Weaknesses to Challenges, Opportunities, and Threats. 
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Later in this meeting, I will update the public on the Comprehensive 

Review and our action plan to address challenges and improve the program, and we'll 

begin or provide updates on other DWP tasks and initiatives that we have ongoing. 

Additionally, there will be presentations on the history of the Drug-Free 

Workplace Program, which I'm looking forward to, the FDA approval process pertaining 

to workplace drug testing, changing trends in drug testing, and preliminary findings 

comparing pharmacokinetics and pharmacodynamics of delta-8 THC to delta-9 THC in 

human volunteers. I would like to say thank you to all of our presenters today. 

Regarding the DWP status updates, again, the Notice of Proposed 

Mandatory Guidelines for Federal Workplace Drug Testing Programs using hair was 

published in the Federal Register on September 10, 2020, for public comment.  The 

public comment period closed on November 9, 2020, and DWP has revised the proposed 

Mandatory Guidelines, which is currently under review at the Office of Management and 

Budget.  Once the departmental review and OMB review are complete, we will publish 

the hair Mandatory Guidelines as a Federal Register Notice for the public. 

Again, I alluded to this last time, but why has this taken so long? HHS 

again published the proposed hair Mandatory Guidelines with a 60-day comment period 

on September 10, 2020, in the Federal Register. HHS completed the review and 

approximately 700 comments were received, as well as scientific articles and other 

documents submitted for comments or reference by commenters, and we revised the 

proposed hair Mandatory Guidelines (HMG) based on this review. 

On June 8, 2021, HHS provided a preliminary draft final HMG to 

SAMHSA's Drug Testing Advisory Board, and we received an additional 188 comments 

for our review. These new revisions to the proposed hair Mandatory Guidelines were 
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reviewed at SAMHSA's Drug Testing Advisory Board on September 20, 2022, and 

moved into clearance on October of 2022.  Again, we anticipate the Hair Mandatory 

Guidelines will be published in the Federal Register in the second quarter of 2023. 

The proposed revisions to the Mandatory Guidelines for Federal 

Workplace Drug Testing using urine and oral fluid was published in separate Federal 

Register Notices on April 7, 2022, and the public comment period closed on June 6, 

2022. Twenty-two commenters submitted 57 comments for the Urine Mandatory 

Guidelines, and 53 commenters submitted 204 comments for the Oral Fluid Mandatory 

Guidelines. Many included attachments with these comments. All comments and 

attachments have been reviewed and the Mandatory Guidelines are currently under 

review at the Office of Management and Budget. 

I do believe that to have an effective drug testing program, you do need a 

comprehensive approach to federally regulated testing, what I would see as using several 

different types of matrices, including urine, oral fluid, and/or hair.  I also want to thank 

DOT publicly for publishing the final NPRM on oral fluid, which was published in May 

of this year. 

DWP continues to focus on other special projects, as I will show in my 

presentation in this meeting, which are under way with the National Laboratory 

Certification Program and in conjunction with Johns Hopkins University. Again, I would 

like to thank everyone for attending the Drug Testing Advisory Board meeting today.  I 

hope you find the presentations very informative. 

I will turn it back over to you, Lisa. 

MS. DAVIS: Thanks, Ron. 
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For one order of business, may I please ask for the record, Dave Engelhart, 

are you here? 

DR. ENGELHART: Yes. 

MS. DAVIS: Great. Thank you very much. 

MR. FLEGEL: I should have said, I didn't know, is there any board 

member questions that you may have regarding the opening remarks, introductory 

remarks? 

(No response.) 

MS. DAVIS: Okay, let's move on.  Our next presentation is from the 

Department of Transportation, Bohdan Baczara. 

Agenda Item: Department of Transportation (DOT) 

MR. BACZARA: Good morning, everybody.  Thank you for having us at 

the DTAB meeting, and I'm going to give a brief overview of several topics, primarily the 

Oral Fluid Testing Rule. The final Rule that was published in May of this year.  So that 

will take up a lot of the presentation that I have to talk about.  Keep in mind that a lot of 

what's on here that I'll be talking about is already on our website in the form of notices 

that we have published the day that the Final Rule was published to kind of let the public 

know kind of what does this mean in plain language. 

But either way, it's a good opportunity to review and to point certain 

things out.  Also talk a little bit about the Motor Carrier Clearinghouse data that's out 

there, the most recent data, an initiative that we took on called Back-to-Basics here at 

ODAPC, and then where are we with certain rulemakings. 

When we look at oral fluid testing, the presentation is kind of broken up 

into two buckets, if you will.  One bucket is oral fluid-related and the other is other.  So 
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the Final Rule did contain stuff that was not related to oral fluid, such as technical 

amendments.  So I'm hoping to kind of categorize these for everybody's benefit.  And 

certain things may appear in both buckets when I do talk about them. 

The overview is that the NPRM was published in February 2022.  We 

extended the comment period, and we published a Final Rule in May 2023.  So not too 

bad.  Twelve months go by from NPRM to Final Rule. Mission accomplished.  So we 

are very happy that that happened in that manner. 

The million dollar question we keep on getting is can employers actually 

use oral fluid testing today? The answer is not just yet.  We have to wait until there are 

two HHS-certified oral fluid laboratories.  Why? Because we need one laboratory for the 

primary specimen and one for the split. 

From the employer's perspective, what they should be thinking about now 

is what do we want to do? So when an oral fluid lab does come up and running, when 

there are two labs that are up and running, do we want to implement it?  How are we --

are we happy with the urine testing program that we have? And what are the advantages 

of adding oral fluid to that mix? So things to think about is that you, you the employer, 

not the employee, get to choose what testing methodology you want to use.  So do you 

want to continue doing urine for follow-ups, or do you want to do oral fluid for follow-

ups? Keep in mind that oral fluid is a directly observed collection.  You'll also have to 

make certain decisions when it comes to there's a shy bladder scenario; do I want to play 

it out and have the donor sit there for another three hours attempting to give a urine 

sample, or do I want to transition over and not wait the three hours and just go to oral 

fluid? So program issues that employers need to be thinking about. 
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You should be talking with your collectors, your networks, your C/TPAs, 

and I get it. There are no oral fluid laboratories out there yet. But however, you might 

want to make your wishes known to these service agents. Yeah, we're planning on going 

down that road when oral fluid laboratories are up and running.  So are your collectors 

going to be ready to do that? Are your C/TPAs going to have a network of collectors that 

could do that? Things to think about. 

And we think a best practice out there is to have a standing order so that 

when a collector is performing collections for company A, they know exactly what the 

wishes of that employer are via the standing orders.  So again, a lot to think about for 

employers, but it can't hurt to get started now. 

Again, with employers, designated employer representatives, DERs, have 

always had a responsibility to be available to collectors.  So whenever there is an issue or 

whenever somebody has, needs to be removed from safety sensitive duties, that DER 

needs to be available, now more so than ever.  There are going to be lots of questions 

from collectors about oral fluid testing.  Am I supposed to do it for you or not?  Are there 

nuances?  Are there situations? So therefore, I think employers really need to think about 

being available 24/7 to collectors in order to be able to answer any oral fluid-related 

questions. 

What helps is having a correct phone number on the CCF so that if the 

collector is out there, they know exactly how to get ahold of you. Again, discuss 

scenarios that might need to be addressed at the collection site. 

With respect to policies, employers are required to have policies, and so at 

the end of the day, if your policy just says we adhere to Part 40, you really don't need to 

make any changes to it, because Part 40 in itself talks about urine and oral fluid testing. 
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But if you don't talk -- if you strictly talk about urine, then, yeah, you do need to update 

your policies for it to say urine and/or oral fluid.  You need to state in that particular 

policy exactly what you're going to do, which events you're going to use oral fluid testing 

for, and whether or not it's going to also be incorporated into shy bladder situations and 

require DO collections. 

Now, do you need to give a copy of this notice, updated notice, to your 

employees?  No, but it's your prerogative, and it might be a good thing to do that so the 

employees are in the know as to what needs to happen.  A little note there, with respect to 

pipelines.  Pipelines doesn't require that there be policies, but that there be an anti-drug 

plan.  So everything I mentioned related to policies were really talking about anti-drug 

plans with respect to pipelines. 

Employees. All you need to know is that you could be subject to one or 

the other.  There could be urine or there could be oral fluid, depending on what that 

employer had selected. It could be for every testing event that's out there other than for 

FRA, because FRA has their own criteria for post-accident collections. Employees 

should know that if there's a reason, a need for a second collection, it could change. It 

could go from urine to oral fluid or vice versa. So keep in mind that things can be fluid, 

no pun intended. Again, the choice of which test that's going to be administered is not 

yours.  It's the employer's. 

TPAs, again, until laboratories are up and running, not much you can do at 

this point, but maybe you should be polling your clients to say, hey, are you aware of the 

fact that DOT authorized oral fluid testing? Are we going to go in that direction? Are 

you going to do it for all your testing events?  Some of your testing events?  So they can 

start preparing.  Because there's going to be a lot of logistics involved in this. Collectors 
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need to be qualified.  Supplies need to be purchased, and ,yes, these supplies are going to 

have expiration dates. 

So it's not like with the urine cup that can sit on the shelf forever and ever. 

These devices will expire at some point, and you cannot use them.  So there are going to 

be a lot of business decisions that need to be made.  But third parties should be thinking 

about this and starting to communicate with their clients, their DOT-regulated clients, on 

how this is going to play out. 

Collectors, again, make sure you know what the employer is requiring 

when it comes time to do oral fluid testing. Know their standing orders.  Make sure that 

if an oral fluid is required to be collected at your facility that there is somebody who is 

qualified to do it. If not, you're going to have to turn business away. 

If you choose that you do not want to do oral fluid testing, then you need 

to let your DOT clients know you're not going to do that so they can find other collection 

sites to be available for oral fluid testing. 

Collectors again.  Qualifications. Once you get qualified in one device 

and you want to be qualified on the other one, you're not going to need to go through the 

entire course.  You're just going to need to prove initial proficiency demonstration on that 

second device.  Again, the big thing here that I'm harping on is that these devices have 

expiration dates. So if you as a clinic are going to buy 300, 400, 500, are you going to 

use all of them in that timeframe before they expire?  Worst case scenario is that if you 

perform a test on somebody and it's an expired device, it's going to get rejected. That's 

not a good thing.  So just keep that in mind. 

With respect to the CCF.  So at the end of the day, the CCF that is out 

there today, the 2020, the recently approved 2023 versions, those are the ones that can be 
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used for oral fluid testing, and very clear on there in the middle of the page, it says urine 

or oral fluid.  So any other CCF that is out there, meaning the one prior to that, the 2017 

version, it cannot be used for oral fluid testing. 

Laboratories.  Just something to remember, that if you receive an expired 

device, you must reject it for testing. If it's not clear that the device is expired, you're 

going to have to check to see if you can see whether it's expired or not, and if it's good, 

you just note and go with it.  At the end of the day with respect to reports to employers, 

it's going to be the same report as you do for urine right now, but it's just not going to 

incorporate oral fluid. 

So now that's kind of really it for oral fluid.  Now we're going to go into 

the other stuff that was in the Final Rule.  For Substance Abuse Professionals (SAP’s), 

they're now authorized to perform evaluations and assessments remotely.  We did 

indicate that there must be a real-time two-way audiovisual interaction between the SAP 

and the employee and that the technology has to be sufficient to be able to gather the 

visual and audible information that you normally would if you're sitting with somebody 

right in front of them face-to-face. The technology has to be pretty robust security-wise 

to protect the confidentiality of the conversation or the interaction. 

At the end of the day, you need to make sure that you abide by the 

geographic location that your credential permits you to perform remote evaluations with. 

MRO. There's no requirement to go under additional recertification 

training with respect to oral fluid, but we highly recommend that if there's a way to get 

informed on oral fluid testing before the laboratories are up and running, that would be a 

great thing.  We also put a provision in there that MRO staff, not just the MRO, can now 

contact the pharmacy to verify a prescription.  So maybe there needs to be some oversight 
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of the MRO.  Maybe a script for the staffer to use. But I think at the end of the day, we 

want the MRO to be engaged with that staff person and providing oversight to make sure 

that they're getting the information they need from the pharmacy. 

MRO’s can now un-cancel a test that has been previously canceled that 

was due to an uncorrected flaw, and we will make it very clear that fatal flaws cannot be 

un-canceled. There's no ifs, ands, or buts about that. 

When there's a situation and an employee is unable to provide a sufficient 

oral fluid specimen and it goes into another collection; for example, we start off with 

urine and we go to oral fluid, and you still can't perform an oral fluid, then the evaluation 

is going to be only based off of the oral fluid specimen collection and not both the urine 

and the oral fluid. 

Laboratories, providing reports to DOT, we now want some more robust 

information.  We want it broken out by the specimen type, the DOT agency, as well as 

the test reason. 

Collectors, with respect to the employee ID, before used to be the Social 

and employee ID.  Now it can be the Social Security Number, a unique identifier issued 

by the employer, a state-issued ID card, a state-issued driver's license. Any of those are 

acceptable as IDs on the CCF.  But we want to also make it clear that for Federal Motor 

Carrier-required tests, it has to be the CDL number and state, no if’s, and’s, or but’s about 

that. 

This was repetitive of before. Again, for here and for there, DER needs to 

be available 24/7, answer questions to the collector related to any collection problems, 

but especially now with oral fluids and standing orders. 
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Employer also has a responsibility to determine if a refusal has occurred.  

That has always been an employer responsibility.  So we are kind of reminding 

employers that this is something that you need to be taking seriously and that if there's a 

situation that is presented to you by the collector that this happened at the collection site 

and it appears to be a refusal, you have to do your homework.  You have to investigate it, 

and then you have to make a decision whether it's a refusal or not.  That's your decision. 

But I also want to point out at the very bottom there that if an employee 

does not appear for a pre-employment drug test or leaves before getting a collection cup, 

it is not a refusal to test. There's a difference there between pre-employments and other 

tests. 

So we also had DOT agency regulations that were updated.  Some of them 

had to add references to oral fluid, because maybe they only talked about urine, and they 

also made some technical amendments to their regulations. 

What can you expect from us?  We're working on updating certain 

handbooks that we have. For example, the Employer Handbook, we're very close to 

finalizing that and putting it out for circulation.  Again, we're going to be talking a lot 

about oral fluid in there. So employers can make certain decisions. 

We have an Employee Handbook that needs to be updated to include oral 

fluid.  We're updating our Part 40 webpage, and I'm pretty sure if you've been there and it 

says, hey, we're not quite ready yet, you need to go to the ECFR to get the new Part 40, 

but once we're updating, once we've updated all the Part 40 pages, we'll put them back up 

again. We also updated the SAP guidelines, which we have already posted on our 

website. 
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The new document that we're working on is the oral fluid specimen 

collection guidelines, and the release date for that is TBD. 

Motor Carrier Clearinghouse.  The requirement is for MROs, employers, 

and SAPs to enter Part 382 violation information into the database.  As of the most recent 

report, April 2023, here are some high-level numbers. Close to 20 million queries were 

conducted.  Close to 200,269 drug violations were reported, 4,544 alcohol violations.  

The top three drugs that were reported in are marijuana, cocaine, and methamphetamines, 

in that order, and the test reason with the most reported drug violations is pre-

employment. 

The number of drivers that are in prohibited status, which means that they 

cannot work yet in a safety sensitive position until they complete their return to duty 

process, is 132,112.  The link down there is where you can get those reports for this 

month and from prior months, as well. 

Back-to-Basics. If you're subscribing to our listserv, you probably see two 

listservs came out, one in May, one in June, and basically we're just highlighting issues 

that we have been hearing about and we would just like these service agents just to -- like 

the word says -- get back to basics.  Do what you are supposed to do.  Part 40 says to do 

it this way, do it that way.  Don't cut corners.  Don't jump from A to Z before you get to 

D. Just do it right the first time and every time. That's kind of the mantra that we're 

portraying here. 

So if you are receiving these listserv notices, please share them with any 

other service agents, with employers and everybody else, so they kind of know what's 

going on.  But we're hoping to remind the service agents that Part 40 is not that difficult 
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to implement. If you just do what it tells you to do, you'll get it right. So again, do it 

right the first time and every time. 

Rulemaking-wise, the next thing on our plate is to work on an NPRM to 

make Part 40 fully electronic.  It doesn't mean everybody is going to have to go 

electronic. It will be the option of either staying with paper or going fully electronic. 

And that's about it for me.  These are ODAPC resources, like our home 

page “Am I Covered” is also most visited.  If you don't know whether you're subject to 

our regulations, subscribe to our listserv through that link there.  Part 40 is a most hit 

page.  We have a great guidance page. 

If you have questions for us, there's a link there to send an email to our 

general email box, and we'll get back to you at some point.  

That's all for me. Thank you very much.  Appreciate everybody's 

attention. 

MS. DAVIS: Thanks, Boh.  Thanks very much. 

Do any of the board members have any questions for Boh? Ron, did you 

have any questions? 

MR. FLEGEL: No, I just said thank you for the presentation.  Very 

informative. 

MS. DAVIS: Yes. Our next presentation is from Brian Zaleski, with the 

Nuclear Regulatory Commission. 

Agenda Item: Nuclear Regulatory Commission (NRC)Update 

MR. ZALESKI: Good morning.  I've dropped offline twice. So if for 

some reason there is connectivity issues, I have another computer prepared to boot-up. 
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My name is Brian Zaleski. I'm a fitness for duty access authorization 

specialist at the U.S. Nuclear Regulatory Commission.  Thank you for the opportunity to 

present some information about the Part 26 drug and alcohol testing program that applies 

to nuclear facilities. 

Two items I'm going to discuss during the presentation today.  One is to 

provide information on fitness for duty program performance, which is really just another 

word for the drug and alcohol testing information provided by our licensees annually, and 

then trending across time for various data elements. I'll also talk a little bit about a Part 

26 Final Rule that was finalized November 22, 2022, to catch the Part 26 requirements up 

to changes to the HHS guidelines, most specifically with respect to substances tested and 

cutoff levels used, both in the 2008 and 2017 HHS guidelines, and then a piece of it is 

also expanding to use oral fluid specimen collection and testing under certain 

circumstances. 

I want to make sure we understand what we're talking about here.  When 

we talk about NRC regulated employees or individuals subject to our testing program, 

we're not talking about individuals like myself, who is a federal employee.  I'm tested as 

part of the Federal Workplace Drug Testing Program. 

These individuals are like individuals subject to DOT testing.  They're 

civilians working at covered locations.  So for Part 26, it covers commercial nuclear 

power plants or power reactors.  That's primarily what we're talking about here. 

Anybody that has unescorted access to a nuclear power plant is subject to drug and 

alcohol testing and a bunch of other things that I'm not going to talk about here.  I'm 

really focused on drug and alcohol testing to give you some information on trending. 
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We also have some sites that formerly were generating power, but they are 

no longer doing that.  They are in decommissioning or safe store.  Some of the sites are 

continuing to report data to us.  Much smaller operational size of the workforce. 

And then there's two category 1A fuel fabrication facilities. These 

facilities create fuel for the Department of Defense. They are unique.  Unlike the 

commercial nuclear power reactors, they are a separate type of facility. 

All information that we're presenting today is collected on an annual basis, 

and all the results that you'll see, or at least the drug test results, not alcohol, that's not 

MRO-verified, but drug test results are MRO-verified. Alcohol results are machine-

verified. 

Finally, you'll see red color, red font on 2022, to make sure everybody is 

aware that these are still draft data. 

This is a broad high-level overview of some key elements to keep track of 

to give you just some general information about the industry that we're talking about 

today.  Top line is the number of facilities reporting. As I discussed, the majority of these 

are operating nuclear power plants.  To just give you a little bit more complexity here, a 

nuclear power plant can have anywhere from one unit to almost to four.  When the 

Vogtle unit 3 and 4 construction is complete, we will have one 4-unit reactor site in the 

United States. We have some sites that just have a single unit. 

Why am I bringing that up?  Generally, what impacts our industry the 

most is when sites have large influxes of contractor vendors, and those are due to the 

required outages at nuclear power plants.  Every 18 months an individual unit has to be 

down for refueling, and they do deferred maintenance or maintenance that they can't do 

when the plan is in operations. 
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So because of that, that really creates a differential in how the workforce 

that we see and the positivity rates that we see across time. So part of what I'll do today 

is highlight one that we see positive rates that are very different from short duration 

contractor/vendor employees versus longer term licensee employees. That's always been 

the case. Drug and alcohol testing started under Part 26 in 1990.  

So the second area that we look at, so individuals tested. We tested 

roughly 145,000 individuals in 2018.  That's declined to about 111,000 in 2022.  Part of 

that decline is related to construction being completed at one of the two units that are 

under construction.  There's large influx of contractors, way more than any operating 

facility, even in outage, when we are talking about construction. Soon enough, Vogtle 3 

and 4 will be complete, and we'll have more standard workforce size. 

Boh mentioned that in the clearinghouse data the highest detection in 

terms of testing is pre-access testing or preemployment for DOT world.  For us it's pre-

access. We grant access, unescorted access. So that's why the term is different. 

We typically screen high 60s to low 70 percentile in terms of number of 

our positives per year.  So we're screening out a lot of individuals before they are granted 

unescorted access. From a risk perspective, that's what we want, right?  We do not want 

individuals impaired inside a nuclear power plant. 

And one other thing.  We only have so much time to present data, but we 

are a fitness for duty program.  So we cover more than just what drugs we're testing for.  

It's impairment from any cause.  There's fatigue aspects to the Part 26 rule, and anything 

that could be impairing to you, whether you're taking a prescription medication or an 

illicit substance that we're presenting the test results on, some of these are legal 

obviously. 
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And then there's a trustworthy and reliability component to that, and that's 

more can an individual be an insider threat and commit an act of sabotage against a 

nuclear power plant?  So that's security-related. 

So our testing program is tied to both trustworthy and reliability of an 

individual to do their job safely and competently, but also they're not impaired to do their 

job. 

Random testing rates. We like to look at random testing rates for obvious 

reasons, because that is sort of the next level of defense where now individuals are 

walking around power plants.  We break all these results out by licensee employee and 

contractor/vendors, because there are differentials across these results.  One thing that is 

interesting to note about the pre-access and random testing rates for the licensee 

employees, which are pretty standard over time, very low rates. You'll see even the top 

line for those, roughly 1 positive rate for pre-access, about a half percent random testing 

rate for the industry. If you break out, there's a bigger differential. 

We have seen some movement in the licensee employee category.  In 

2018, it was .43 percent positive rate, and it's up to .85 percent in 2022.  That is an 

unusual uptick.  There's a little more information I'll present to you.  It looks like it's tied 

to marijuana positives on the pre-access piece, but that's something new that we've seen 

over the last two years that we have not seen recently. 

And then the last piece on the slide is worker population.  So the second 

line is individuals tested.  That's every individual tested under all the testing conditions.  

The average worker population is tied to the random testing population.  So on average in 

any particular point in time for the year, 2018, we had 99,500 workers subject to random 

testing, in 2022 was about 77,000.  That's the average work population. 
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This is a breakout.  The previous slide, so for 2022, the top table here is 

just a more detailed reflection of data on the previous slide.  About 111,000 individuals 

were tested in total. The breakouts by test type, pre-access tested the most individuals, 

63,000, roughly 63,000, and random was the next highest in terms of testing 42,000. 

There are big differences between licensee employees and 

contractor/vendors.  The second table that you'll see, it's busy.  Hopefully you can see it 

large enough.  The top line there, the pre-access line, gives you a sense of what I was 

talking about in terms of how these worker populations exist at the site. So there's 9,476 

pre-access tests for licensee employees.  Conversely, there's 53,855 tests for 

contractor/vendors.  So you see there's a large difference in the influx of 

contractor/vendors versus licensee employees, and as we know from a variety of data that 

we have seen over time, duration of employment is indicative of substance use and an 

individual that is employed long-term has access to healthcare, they're constantly under 

supervision of individuals.  All the nuclear power plants we're talking about are very 

surveilled environments, cameras, go through controlled access points.  So there's a lot of 

eyes on people. So there's differences in these populations, whether they're in short or 

long. 

The information there -- the only other two things I guess I'd point out to 

you is that we only had one post-event positive in the year.  So there's very few post-

event.  Post-event is equivalent to post-accident in the DOT world. 

There are a couple of criteria that would result in you being subject to 

testing.  One is if there's an OSHA-reportable event related to an injury and you're getting 

treatment away from the site, if there's a degradation of plant safety or security, and 

primarily we don't see many positives.  So that's a good sign, because in terms of defense 
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in depth, we screen at pre-access, we monitor at random.  I should have said also our 

random testing program is 50 percent of the population each year, both drugs and alcohol.  

That does not change. 

There's an exhibit that I'll show you shortly.  In the first three years of the 

program, we tested on 100 percent, and then in year 4, 1994, we reduced the random 

testing rate to 50 percent, and ever since then, it's been the same. So that can give you 

some perspectives on detection rates if you're changing how often you're testing. 

MR. FLEGEL: Just a quick question, Brian, because I didn't want to 

interrupt later and forget it. When it comes for cause, for those tests, have you broken 

those down to what analyte was positive?  Just curious. 

MR. ZALESKI: Yeah, you can go back to the previous slide.  So I don't 

have the data to share with you.  For-cause is an interesting category.  For us, what for-

cause means in the NRC world is, one, you're demonstrating signs of impairment. That's 

typically what people think of as for-cause. But there's also credible reports.  So if 

somebody acknowledges to an individual, hey, I just beat my drug testing result, they're 

obligated -- that individual is obligated, that hears that information, to report it under the 

behavioral observation.  So sometimes we'll see tests that are related to credible reports 

where they'll expand the drug testing panel, they'll test somebody for hydrocodone when 

it's not in the panel.  It will be in the panel with our new final rule, but it's not in the 

panel. 

So to answer your question, the types of drugs, we do look at that.  It's 

dependent on somewhat on work categories, and the easiest one obviously is the alcohol 

one, right? It's easy because of odor and level of impairment, but it's beyond alcohol.  
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Next time I'll try to break that out.  I don't have those data available to share.  But we 

definitely do break those data out. 

And you could see there, too, that the positive, the percent positive for 

both those categories is roughly the same, 16.67 percent for licensee employees and 19.3 

percent for contractor/vendors.  You wouldn't expect to see a differential in positivity 

when you're testing people because of impairment, right?  Something like a performance 

issue or credible information. Of course, that's limited to what we can test for, and I 

imagine we're going to have more positives with the final rule changes that I'll talk about 

in a minute. 

This is one visual presentation of positive rates across time since the start 

of the testing program.  It's by contractor/vendors, which is the dashed line at the top of 

the chart, and then the solid black line below that dashed line.  So the gap between the 

two demonstrates that there's always been higher positive rates for contractor/vendors 

than licensee employees on pre-access testing, across time. They sort of move together. 

A couple of interesting things to note is that the positive rates have been 

creeping up on the top line since 2012, 2013, 2014, and moving closer towards historical 

highs.  So the 1.54 percent in 1995-ish was the highest pre-access positive rate for 

contractor/vendors. 

Part of the contractor/vendor increase over 2012 to the 2020 timeframe 

has been all these workers supporting construction activities, but since 2020, that's sort of 

gone away, and you continue to see the climb, as well as you see the climb at the lower 

line, which is something I alluded to before for licensee employees.  That is an unusual 

uptick, right? If you look at the variability in positive rates over time for the licensee 

employees, it's been pretty tight from around 2002 to about 2020. You're moving around 
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between .2 percent to .4, .5 percent, and then an uptick to .85 percent over the last two 

years. So there really is something going on. 

Part of that answer we can give you; we know it's driven by marijuana 

positives, and I have a new exhibit I'll share with you in a minute, but there's a lot that 

could be behind that.  For instance, is the workforce that's applying for access to these 

power plants changing because the labor market is tight over the last few years because 

COVID affected sort of the workforce?  Are these new entrants to the NRC-regulated 

workforce versus people being frequent flyers?  A lot of times when we do outages, 

people are going from site to site. So they are known entities. They are moving from one 

regulated entity to the other.  So essentially, they're subject to testing all the time versus a 

new entrant into the field. 

So if we are getting a whole new group of people coming into the industry 

and they're testing positive at different rates, that could be a demographic shift, right? 

Younger population, et cetera. 

This gives you a distribution -- the previous was just the average positive 

rate across the industry, that there's a spread.  We see higher positive rates.  So the bar 

chart, the gray line is reflective of a licensee employee population at a site, and the 

burgundy color is the contractor/vendor population.  In that index there, you'll notice 

there is an n of 62 for licensee employees and n of 64 for contractor/vendors.  The reason 

there is a differential is because there are a few sites that do not have any licensee 

employees.  They only have contractor vendors. 

What this basically demonstrates to us is that there's far fewer positive 

rates on pre-access for contractor/vendors, the top bar chart there, 34 of the 62 sites had 

zero positives in the given year, versus only 7 of 64 for contractor/vendor populations 
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having zero positives, and we see more positivity across the sites over time -- across the 

sites, sorry.  There's wider bars for the burgundy than there are for the grays, or licensee 

employee populations. 

This is an interesting one, because random testing, as I said, the green text 

box there, 100 percent random testing rate for the first three years of the program, 

changed to 50 percent since 1994, was started in 1994, and ever since it's been the same. 

What could change random testing positive rates? Well, we could change 

the testing panel.  We really haven't done that.  So this is pretty static.  In 2008, we did 

drop the cutoff levels for alcohol and improved the detection there. But we didn't add 

any additional drugs.  We are now at the 2022 final rule, we're going to be adding the 

semisynthetic opioids and improving our method to test for 6-acetylmorphine and then 

MDMA and MDA, but those are not in here right now. 

So what you'll see again, it's the same sort of setup as the pre-access. The 

top line, the dashed line, is contractor/vendor population, and the bottom line is licensee 

employees.  So these are static.  Licensee employees I consider to be more of a static full-

time workforce, and you can see that the needle there is pretty consistent.  It does not 

move very much.  But it started upticking a little bit in the 2020 to 2022 timeframe.  Still 

very low, .3 percent positive rate versus .2 or even below that, and then if you look at the 

contractor/vendor line, it was upticking since about 2012 to 2020, and now starting to 

decline, and I think part, that's related to the construction sites are finishing up.  That 

could be a variety of things.  It could be -- I could be speculative, and maybe I should or 

shouldn't be.  We don't really have the data, but we know that there are individuals that 

are potentially using other types of marijuana instead of the detectable one that we test 

for right now.  We test for delta-9 THC, could be delta-8.  I know that for a fact we have 
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a lot of subversion attempts.  We'll talk about that.  Many of the subversion attempts that 

we identified, we do not get an actual specimen test out of the individual. They terminate 

the collection process.  So we don't know what's in that individual's body.  

So there's the differential.  It's increasing for licensee employees, and 

we're doing more data mining on that to kind of tease that out. 

This is, again, it's the distribution for random testing positives by sites.  

The larger segments are -- top line is 0 percent positive rate.  The next one is less than 1 

percent.  Next one is 1 to 2, 2 to 3, 3 to 4, and what you'll see is that there is a higher 

positivity rate amongst contractor vendors.  It's good to kind of get the lay of the land and 

see what the positivity rate is by site, because that helps us as a regulator deploy 

resources more effectively, kind of evaluate what's working well with the program, or 

maybe what is not. 

We have various tiers of evaluation from the highest more aggregate 

trending, like we showed you with the positive rate by contractor/vendor and licensee 

employees.  Hey, there is a real differential, your site may have a very high positive rate, 

why might that be? 

I'll give you one example for a pre-access. If you're a single-unit site, and 

you're in outage every 18 months, you will tend to see a cyclical nature to the positive 

rates.  They'll uptick when you have an outage, and they'll drop when you do not.  That 

pattern is not as visible when you have two units or three units, because they're in outage 

each year, so kind of flattens out the positivity rate. 

There's a variety of conditions on the ground that can impact positive 

rates.  All we're looking at here is that something different occurred, and you have to drill 

down deeper, so just to be careful about that. 



 
 

  

     

 

  

   

 

  

  

 

   

  

 

 

 

 

 

   

  

   

 

  

    

 

 

27 

Here's another historical trending exhibit.  It starts out in 1990, it reflects 

only what the NRC-required testing panel is. Our licensees can test for additional 

substances.  Very few do.  It wouldn't really move the needle on here at all.  Like I said, 

there are occasions when they will expand the testing panel for somebody who's in a 

follow-up testing program, substance abuse issue or related to another substance we don't 

test for, perhaps that would be one of the reasons. 

But this demonstrates that marijuana is the most detected substance.  So 

what is this doing each year?  It's giving you 100 percent of the positives by the 

substances be graphed here.  So what you'll see, that in 2022 the highest percentage of 

marijuana as reflective of total substances identified in the year, it's the highest ever for 

marijuana.  It's over 60 percent. 

Now, this isn't a positive rate, but they're fairly consistent in the way that 

they move.  So for instance, if you're testing more people, or not, in a given year, that can 

move the needle on what you're identifying, especially when I was talking about pre-

access testing.  If you drop the number of individuals on the pre-access side, you may 

change the mix of drugs you're identifying, because of type of individuals that are 

working or applying for work. 

But what we know is marijuana has been the most detected and it's not 

going away.  It's been that way forever. 

This is a breakout by licensee employees and contractor/vendors.  

Interesting thing here, it's the percentage positive by population. The only way you get 

an understanding of the magnitude of these pie charts is to look in the parenthetical below 

the bolded title, above the charts.  So for example, licensee employees, there were 38,938 

tested and 195 individuals were positive.  Conversely, contractor/vendors, 72,000, so 
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roughly twice as many contractor/vendors were tested in 2022, and 887 tested positive.  

So that's quite a bit different. 

If you want to look at the magnitude, I would say basically multiply that 

pie chart on the right a couple times, and that'll give you sort of visually how much more 

positivity you're seeing out of the contractor/vendor population than licensee.  But what 

we want to see here is what substances are appearing in these worker populations.  And 

mindful, this is just a high-level licensee employee versus contractor/vendor. 

We drill down further and that gives us a better sense of risk.  Impairment 

in an airline pilot or equivalent in the regulated industry, is a control room operator that's 

controlling the function of the power plant, or the security force at a power plant who has 

a weapon.  The risk potential is a little bit different than, say, from somebody who's 

maintenance and they're painting the outside, the exterior of the building. 

So we realize that there's different risk profiles for individuals based on 

the job function.  But what this presents is just that a drug is or is not being detected in 

the worker population and the relative percentage in a given year. 

The last thing I'll point out about this one is that in the last two years the 

pie chart for licensee employees shifted -- only three years since 1990, I think, I have to 

look back a little bit further -- I can tell you with certainty over the last two years 

marijuana has been the most detected substance in licensee employees, and that's highly 

inconsistent with patterns over time. It used to be alcohol was the most detected, and it's 

slowly changing over time. 

Contractor/vendors, that percentage is roughly the same I think, the 

marijuana has always been the leading substance of use or at least that we detect.  So 

those are some of the basic pieces that I teed out.  I want to point out one thing about the 



 
 

      

   

 

 

     

   

      

 

  

   

 

  

   

   

  

      

   

    

    

    

 

  

 

29 

contractor/vendor pie chart.  There's a little PCP .1 percent. We rarely if ever see PCP 

positives in the nuclear industry.  I've looked back, where we have data, site-specific, 

individual-specific data, and we've only identified one individual every few years and 

they're always on pre-access testing, which was the case this year, it was a pre-access 

testing positive. 

This is a new exhibit that I did that I was trying to tease out a little bit 

more specifically positive rates and changes in positive rates.  The top chart on the left is 

marijuana positive rates by contractor/vendors, and what I did was I graphed the two 

most significant test categories, where we have most of our detection.  One is pre-access, 

everybody gets a pre-access test, so that's 100 percent of the tested population.  And 

random testing, it's roughly 50 percent of the population that's subject to that testing. 

In the top one you'll see that there is a differential for contractors/vendors.  

As you see in the bottom one, there's a differential.  One thing that’s more visible in the 

lower chart is there's a much higher steep incline in the positive rate, the top hashed line 

for the lower bar chart for contractor/vendors since 2020. And that was due to an influx 

in new employees that tested positive for marijuana. 

So is there a spillover effect?  We want to look at who's coming, right? If 

we're identifying and screening them out, that's one thing, but are we also seeing it 

emerging more within the tested population?  So we see a little bit of an uptick but not 

much in terms of the random testing for licensee employees. So that line is pretty flat at 

less than 1 percent. 

One, we have more people that are appearing for testing, testing positive 

for marijuana.  This is not surprising given the prevalence of and availability of 

marijuana around the United States.  But we're starting to see it now in what I would 
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consider to be the lowest drug-using population that we have, which is the licensee 

employee population.  That's a little more insight and drilling down in terms of that pie 

chart change and the positivity change for license employees. 

This is a breakout of substances identified by work category or labor 

category.  These are all the dropdown -- we collect for every individual who tests positive 

since 2014, we have an individual PDF form that's completed by the site which gives us 

the collection day, whether they are licensee employee, contractor/vendor, what they 

tested positive for, what their labor category was, if they cheated, how were they 

identified cheating -- that's why we have really detailed subversion data that we present 

from time to time.  And so it gives us a lot of information that we previously did not have 

where we would get an aggregated table of, say, we had 15 marijuana positives for 

contractor/vendors and 10 positives for licensee employees in a given year, but it didn't 

tell you where.  The risk is so different if you have access or not. 

Again, this is like a pie chart, each horizontal bar chart is 100 percent of 

the substances identified.  The numbers inside those segments indicate the magnitude of 

the chart.  The next exhibit will display that more visually to get a sense of it.  But most 

of the positivity we see is in the maintenance, general facility.  So these are not 

maintenance workers that are doing safety and security related work.  They're working on 

electrical systems or security systems, they're doing nonrelated safety type of more 

general maintenance work.  Same thing with facilities work.  These are maybe more 

clerical-based individuals. 

From a regulatory perspective, we want to be looking at individuals that 

have a real threat to safe and secure operations, security for one.  What this doesn't tell 

you is where we identified the substance.  You'd want to pull that out further.  I think 
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roughly two-thirds of the security positives in the last year were pre-access tests.  Many 

of them were. 

Another thing that gives you a good sense from a regulatory perspective 

are what substances are we identifying in the workforce, and you'll see that blue line, that 

blue bar chart, is marijuana, and it's across almost all of the workforce categories.  And 

then alcohol.  So that gives us a perspective of use, not just aggregate at the industry 

level, or the site level, but we're getting down into the labor category level. And as more 

precise that we can get, the better we can get at mitigating that potential risk. 

This is the visual indicator of the actual number of substances identified 

by labor category, and you'll see it again, maintenance, general facilities, is high; 754 of 

the total substances identified in the year were from that labor category.  So a lot of that 

is being driven by, I believe, a lot of is being driven by the short-duration 

contractor/vendors. 

We have incomplete data on that so I can't say for certain it's all outage 

workers.  But there's voluntary fields in the form that some sites provide some 

information on that, so we can't be quite as definitive on that. 

This was an exhibit I presented at the last DTAB, and I present it every 

year.  It's really eye-opening and it was one of the key drivers for our rulemaking, and we 

are very happy to see oral fluid testing is now moving forward.  We had the guidelines, 

now we have DOT with the final rule in place, that hopefully now we'll be getting some 

movement on the testing at laboratories for oral fluid.  We all know that oral fluid 

specimens, because they're observed, would be a highly beneficial addition to the testing 

framework.  Because right now we see a lot of subversion attempts in urine specimens. 
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This trend started -- we started collecting better information in the 2014 

timeframe, and what we're seeing is that about a third of drug-testing violations each year 

are subversion attempts, which is quite a lot.  So the top line in this exhibit is how many 

total subversion attempts.  That's important because if I told you 30 percent, and there 

was only 10 people positive in the year, that's not really giving you anything.  But 300 

people, that's quite a few people, right? So that's been holding steady over time. 

Some of this trending was driven by construction sites, because of the 

large influx of employees and pre-access.  The third line down talks about where we 

identify subversion attempts.  It's not surprising that the majority of these subversion 

attempts are being identified at a predictable testing event.  Everybody knows when 

you're going to get a pre-access test, so they can prepare for it. 

Almost all of the individuals that we see that attempt to cheat are 

contractor/vendors, that's the fourth line in this exhibit.  Ninety-seven to 93 percent of the 

time it's a contractor/vendor.  And then are we seeing subversion attempts across our 

sites?  And yes, we are seeing a large number of sites reporting at least one subversion a 

year, and in 2017, it's 64 percent of the sites, and in 2022 it's 75 percent of the sites.  So 

we know that cheating is occurring quite regularly.  We know the contractor/vendors are 

doing it.  We know that it's primarily occurring on pre-access testing. 

We don't have the detail in this exhibit.  There's a difference in somebody 

being caught cheating at the collection site. And I think roughly 80 percent, if I'm not 

mistaken, we identify at the collection site through out-of-temperature specimens. 

Hardly ever see validity testing positive for a substituted or adulterated -- just do not see 

that.  We're not seeing that type of subversion.  It's generally we identify at the collection 

site, we either collect the second specimen or we don't. Two-thirds of the time we don't 
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get a second specimen.  If we do, that specimen comes back positive, the initial one's 

negative, because they're likely using some sort of a synthetic urine. 

So that's sort of the lay of the land.  Subversion attempts remain high.  It's 

a significant issue for us in terms of trustworthy and reliability.  Somebody's willfully 

trying to beat the testing program, and therefore they're using an impairing substance and 

then gaining access to a controlled work environment.  

One thing I should talk about is in terms of subversion attempt sanctions.  

In the NRC world, we do have graduated sanctions associated with positivity or a 

subversion attempt.  If you test positive an initial time, it's not punitive.  You have a 

minimum of 14-day denial, and if you go through the return to duty process treatment, et 

cetera, you can come back to work if the licensee wants to employ you or another one 

does, subject to follow-up testing, three years, 15 tests. 

You test positive a second time, there's a minimum denial of five years, 

and that's across the industry.  So it's graduated.  And the third time you test positive ,it's 

a permanent denial of unescorted access.  If you cheat, it's a permanent denial. 

So there are graduated sanctions in place, and this is relatively unusual, 

compared to probably any of the other regulated entities out there.  You may be denied 

because you needed to get treatment, but you can come back to work after that treatment. 

We ratcheted that up a bit. 

This is a breakout of subversion attempts by labor category. Again, it's 

one level of drilling down. We would drill down even further to the site-specific level, 

and often times we do that.  We work with sites, we work with our inspectors when 

they're going out and inspecting, so every three years each site is inspected by the NRC, 

the FFD program, we look at the data over time. 
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The top line, again, maintenance, general facility.  So that was the top line 

in terms of detection of substances, and no surprise, it's also the top line of subversion 

attempts and moving down that, so we're seeing subversion attempts across labor 

categories, although many fewer. 

One other point that I was trying to make, and I lost that at the point, was 

there's a difference between someone actively trying to cheat a test by introducing 

another specimen that's not theirs, these are the out-of-temperature specimens, versus 

being notified to appear for a random test and they walk out the door.  Some of those are 

the ones that you're seeing with some of the more safety or security-related positions.  

Some of those may have been, but more times than not the individual is going to refuse to 

test and walk out. 

This is just a highlight of the data reporting forms that we have. It was a 

voluntary system that we created back in 2009 when our last major rule was put into 

place, and the industry has utilized this system to provide us with much more actionable 

data that we can drill down into, and since we have uniform use of this system since 

2014, we can get site-specific, individual positive result-specific trending across time.  It 

was very valuable in our last rulemaking to look at, say, Ron was asking about do you 

look at what substances are appearing in for-cause testing?  So for that rulemaking, we 

not only did that, but we looked at what worker categories, what labor categories were 

substances appearing in individuals.  Were they granted access or not granted access?  

Were they supervisors or maintenance people?  

And seeing the prevalence of the substances in those worker categories 

gives a sense of the potential success of changing our rule to improve our testing for a 



 
 

  

  

  

 

 

 

   

  

   

   

   

 

 

     

 

   

  

  

 

  

 

35 

certain drug, lowering cutoff levels, for example.  And these forms are available on the 

NRC website, if people want to go look and play with them. 

I just want to highlight real briefly the rulemaking.  This was in a long-

term rulemaking that started a while back, and originally started to modify Part 26 to 

align with changes in the 2008 HHS Guidelines, those lowered cutoff levels for 

amphetamine, methamphetamine, cocaine, changing the method of testing for 6-

acetylmorphine.  Because of the duration of this rulemaking and the public comment 

period, we were able to expand the changes to align also with the 2017 Mandatory 

Guidelines. So right now the rule that went into effect in November 2022 will be current, 

and we'll have the additional opioids, hydrocodone, hydromorphone, oxymorphone, 

oxycodone, MDMA, MDA.  We'll have lower cutoff levels, like I said, for amphetamine, 

methamphetamine, cocaine, improve our method to identify heroin, initial testing for 6-

acetylmorphine, and not tying the testing to morphine positives, which is what we still 

have in our rule. 

And then improving our methods to identify subversion attempts, to 

something that's unique to the NRC-regulated world is we have what's called special 

analysis testing.  But essentially what it means is we use lower cutoff levels if we believe 

you're cheating.  It was an option for licensees since 2009 to lower the cutoff levels if an 

individual presented a dilute specimen.  So if they presented a dilute specimen, we enable 

the licensee to instruct the laboratory to lower the initial cutoff level, and if you found 

drug concentration within 50 percent of that initial cutoff level, you would go to 

confirmation at the limit of detection.  

The final rule, we broadened the scope of this special analysis testing, so if 

there's an indication that an individual is attempting to cheat, that's generally when you're 
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getting an observed collection, in our world, we're going to also apply special analysis 

testing.  We changed the cutoff, the confirmatory cutoff from the limit of detection to 

limit of quantitation, and a tiny bit of change on the initial testing cutoff level, so in the 

current rule -- let me say this again.  It's not really the current rule anymore since we 

already changed the rule.  Licensees have a year to comply with it. But in the previous 

rule, it was 50 percent of the initial cutoff level.  Now it's 40 percent of the initial cutoff 

level.  So if you find drug concentration at 40 percent of the cutoff level, you move to 

lower cutoff level for confirmation. 

And another significant thing was since the 2019 HHS Guidelines were 

published for oral fluid, we are able to also include oral fluid testing, but only under 

limited circumstances in this rule, and that was based on logical outgrowth 

considerations.  The reason why we're able to do that in this rulemaking is because we 

had a question asking whether it equally affected methods of collecting a specimen under 

direct observation conditions, so right now urine collection, and it just so happened that 

we had the 2019 guidelines published.  

So we were able to modify our rule to permit the testing of oral fluid under 

limited circumstances under observed collection conditions.  It's optional, it's not 

required. No licensee can yet do this because we do not have HHS-certified laboratories 

to perform that testing.  Our licensees must use HHS certified laboratories for oral fluid 

testing.  So similar types of limitations that Boh was talking about would apply to our 

licensees as well, and we need at least two laboratories that are going to be testing for that 

same device so that we could have a retest at another laboratory. 

Implementation considerations.  It's not a substantial lift for our licensees 

to modify, although it is in terms of available time to do so.  I can explain a little bit about 
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that.  They have to modify their policies and procedures.  Licensees must have policies 

and procedures.  Anybody that's subject to Part 26, any employee, must be trained 

annually. So they're initially trained, they have to complete a test, and then annually 

they're retrained, so there's a training requirement involved.  

Licensees will need to revise their contracts with HHS-certified 

laboratories.  Our licensees rely upon a subset of HHS-certified laboratories to perform 

testing for Part 26.  Many of them will lean towards laboratories that have multiple 

locations, so we're talking roughly eight laboratories for the majority of the specimens 

that are being tested for NRC licensees. 

Another change that licensees need to account for is in their blind 

performance test sample program.  We maintain a blind performance program, quarterly 

submissions, we have minimum requirements.  So they're going to have to throw in 

additional blinds to cover the additional drugs that we included in our final rule, as well 

as accommodate for changes in cutoff levels because we have specific formulation 

requirements for drugs for testing, and this is to make sure that the laboratories are 

identifying all the drugs in the panel, and effectively reporting that out. 

And then training.  All the individuals, they receive annual training.  

They'll be updated on changes that are being implemented.  From an individual-specific 

perspective, there's not much change. Yes, you're going to be tested for additional drugs.  

We improved our method of testing, with lower cutoff levels, so if you use a drug we 

might be able to detect it for a little bit longer after use, et cetera. 

And I think that's it.  The next slide has contact information, if folks want 

to reach out. I appreciate the opportunity to present some of the information that we have 

on current drug use and detection trends.  Some more trending data over time. Always 
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interested in looking at data through other analytic methods.  If there are useful 

presentations of information that the Drug Testing Advisory Board would like to see, I'm 

happy to entertain those requests and consider presenting information in a different 

manner, moving forward. 

Thank you. 

MS. DAVIS: Thank you very much, Brian, for the presentation.  Do any 

board members have any questions for Brian? 

Okay, according to the agenda it is break time.  Our first presentation after 

the break, it was originally scheduled after the break on the agenda, has been withdrawn 

from the program, so we have a little extra break time.  So while the agenda says come 

back at 11:05, if you'll come back at 11:15, we'll get started with Ron's program updates 

presentation. 

Thank you. 

(Brief recess) 

MS. DAVIS: Welcome back from break, everyone.  Next up is the 

presentation by Ron Flegel, director of Division of Workplace Programs. 

Agenda Item:  Regulatory Program Updates and Mandatory 

Guidelines, Updates in Proposed Urine, Oral Fluid and Hair Guidelines 

MR. FLEGEL: Thank you, Lisa. What I want to do now is give the 

regulatory program updates of the Mandatory Guidelines and other tasks that we have 

been working on throughout the last six months, which has been pretty significant. 

With that I always like to make sure that everyone knows the Division of 

Workplace Programs staff.  We have been asked to do a lot with very few of us, 
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sometimes, and we put a lot on our plates, but it's good because we're really moving 

forward in a lot of the different program things that we're looking at. 

I just want to introduce the Drug Testing Advisory Board members for the 

public.  Also to welcome Dawn Hahn and Bryan Ruggery as new members to the Drug 

Testing Advisory Board. 

DWP objectives and goals, our overall goal, as I usually state, SAMHSA 

is continually advancing the science and technology used in drug detection to advance 

national drug policy that is based on the latest scientific findings. And I think that's very 

important when you say based on the latest scientific findings, because as we've moved 

forward with the different alternative matrices, science has played a key role in all of that. 

One of our goals, or a goal, is the Comprehensive Review of the Federal 

Drug Testing Program, and the current state of the Drug-Free Workplace Program.  We 

examine the issues affecting this program.  We outline some of the responses -- I'll get to 

that later today in a different presentation -- to these critical issues or what we feel these 

issues are. And we look at the initiatives to address the unanswered questions that we 

may not necessarily know the answers, but we're going to look at those to try to figure 

them out.  

In the future, we try to identify key policy and technical issues, as well as 

the existing challenges for the implementation of the Mandatory Guidelines, and that is 

using oral fluid and/or hair, and then look at ongoing studies for cannabis and the 

enhancements to the federal drug-testing program overall. 

I've showed this many times, the Drug-Free Workplace Program impact, 

and I appreciate all the presenters today, Department of Transportation, Nuclear 

Regulatory Commission. We also have a component of Department of Defense here that 
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we have a number of civilian employees.  The numbers on these slides, when it says 

Drug-Free Workplace Program impacts about 14 million employees, it isn't necessarily 

how many we test each year, but it's how many can be tested. Overall, not only in the 

Federal Executive Branch, Department of Transportation, but also the Nuclear 

Regulatory Commission, as to how many we actually test each year.  Which is right 

around 6.5 million to 7 million tests that we conduct. 

We have two authorities basically, or looking at two authorities.  We have 

the legislative authority and the main roles for the Division of Workplace Programs.  We 

have the science of the forensic drug testing, and as you can see, there's many science 

responsibilities -- the Mandatory Guidelines, the National Laboratory Certification 

Program, Drug Testing Advisory Board, of course, and then also the Medical Review 

Officers, or MRO, and the training and the entities. 

With that we've focused on this over the last several years, if not closer to 

five or six, with the studies that we've been doing in the program, especially around 

cannabis, opioids, et cetera.  A lot of those, as you will see in the presentation later, we've 

completed a number of those studies, but we also have added studies to that.  

The policy side is something we haven't necessarily focused on, and again, 

for the Drug-Free Workplace Program, but that's one of the tasks that we're taking on as 

far as reviewing, or review of the comprehensive program of the Drug-Free Workplace 

Program.  So with that, there's been many issues identified, future issues, what the future 

looks like, the planned certifications around the matrices, executive committees that we 

hold and what the key role is that they play. 

So this is one thing that we've focused on in the last year when we started 

to look at this under the Drug-Free Workplace Program, and really it hasn't been looked 
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at since the inception of the program about 30-plus years ago.  Again, there's a 

presentation later today regarding the beginning of the basically the Drug-Free 

Workplace Program and how it started, and I think you will find it very interesting. 

The way the current Drug-Free Workplace Program looks is the total 

number of Executive branch agencies -- I don't think I've showed this before -- subject to 

Executive Order 12564, is around 208. There's always some federal agencies changing 

as to who actually falls under that Executive Order.  The total number of Executive 

branch agencies with certified plans are around 137, and that would leave the total 

number of executive branch agencies identified without certified plans and without 

evidence that they are not required to comply with Executive Orders about 71. 

So we continue to work with these federal agencies if we feel that they 

need certified plans or if they move forward to have certified plans, and again, we're 

continually working on those agencies that need certified plans going forward in the 

future, that have testing-designated positions. 

This is just sort of a slide that I did as a year-in-review for the Division of 

Workplace Programs. We've been pretty busy, obviously, and these are some of the 

highlights that I wanted to focus on.  One of the tasks that we started well over a year ago 

is the online Drug-Free Workplace Program supervisor training course.  And that takes 

into account Executive Order 12564 and Public Law 100-71.  

So we have now a uniform government-wide training.  It's the first time in 

over 30 years, so that we look at the Drug-Free Workplace Program history.  And then 

the cost savings to government to train the supervisors, we feel that exceeds about 

probably $2 million in training costs alone.  Secondary savings are lower workplace 
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absenteeism, lower positivity rates, reduced administrative actions by HR, Office of 

General Counsel, and Office of Security. 

So we've also updated the Drug-Free Workplace Program toolkit, 

including emerging issues, and that was around cannabis and opioids.  We assist 

employees to develop and sustain successful drugfree workplace programs.  That's not 

only in federal agencies, but also in private employers can use this, go online.  We also 

updated information on preventing the misuse of alcohol and drugs in the workplace, 

which is part of the nonregulated part of that Drug-Free Workplace Toolkit. 

We also did a joint study with the National Safety Council on the impact 

of COVID-19 on Employee Assistance Programs.  I'll show this a little bit later in detail, 

but basically 70 percent of all EAP workplaces made changes to support the employees 

during this time. Sixty-nine percent of the workplace or workflow changed due to the 

COVID, obviously, 37 percent regarding PPE provisions and education, and 22 percent 

offered testing for COVID and other drugs.  Fifteen percent had mental health or 

wellbeing promotions. So I think those are all important. 

Some of the focus regarding the Mandatory Guidelines for federal drug 

testing is we have revisions to the Mandatory Guidelines using oral fluid and urine.  As I 

mentioned earlier, those are now currently under OMB review.  And we revised the 

Mandatory Guidelines using hair, which is currently under OMB review also. 

Things that are in progress, again, we are implementing a government-

wide distribution process to load the supervisor training onto agency what we call the 

LMS system.  And that way it creates -- we also look to create an employee training, not 

just a supervisor training.  So I think that's going to be important for employees.  And 

then we've been working with agencies, drug program coordinators, and the LMS staff to 
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develop the training plan that will allow the assignments, tracking, and reporting of this 

training of who actually has taken the training, if there's tests, scores, et cetera. 

Looking ahead, we plan on publishing the finals for the Mandatory 

Guidelines using oral fluid, urine, and hair and then implementing the proposed changes 

from the Comprehensive Review of the Drug-Free Workplace Program, which again I'll 

show a little bit later today.  And then completing 32 studies to aid in the development of 

evidence-based policies in the Mandatory Guidelines to ensure accuracy. 

This was just, I wanted to show a couple slides around the pandemic 

effects of substance use and mental health.  Of course, we're looking at substance use, but 

there's also a mental health component of that, and one of the National Safety Council 

conclusions and our conclusions in this study was workplace injuries and incidents 

increased during the pandemic more due to mental health changes than substance use 

changes.  So you can see substance use changes remained about the same at 4 percent 

when it came to injuries or incidents, but the mental health changes, the incidents 

increased pretty dramatically when it came to mental health changes in the incidents. 

This is just a blowup of the slide I showed earlier, and these respondents 

indicated whether they perceived changes in substance use during the pandemic.  When 

we look at alcohol, the increased or greatly increased, it was felt or perceived that 33 

percent had a greatly or increased use of alcohol.  Same with cannabis, 22 percent, 

prescription opioids, and stimulants.  And then illicit opioids, not as much. 

When it was unchanged, relatively, a third of the percentage across the 

board; decreased or greatly decreased, was pretty much insignificant when it came to the 

substance use of alcohol, cannabis, prescription opioids, et cetera.  
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But I think also the one thing that I looked at here was the unsure.  They 

don't really know.  And that's sort of a problem.  Because if that was an unsure but it 

greatly increased, it would make a much larger percentage on the increase or greatly 

increased, if they could identify those that were unsure in the EAP services.  So I think 

this is an important slide, but even the increased or greatly increased was significant 

pretty much across the board, for all substance use, when it came to at least the ones here, 

alcohol, cannabis, prescription opioids, stimulants, and illicit opioids. 

This is just a rundown of the Mandatory Guidelines, where we currently 

are.  The proposed urine, as I've stated earlier, went out April 7, 2022.  That comment 

period has ended.  The same with oral fluid.  And the same with hair.  Although they are 

in three different stages, they're currently all under OMB review and final, hopefully final 

publication that will be coming out soon. 

So I just wanted to, again, for all three, it shows when the actual proposed 

version was out, when the comment period ended, and then hopefully we'll have another 

Federal Register Notice here shortly on all three. 

I've showed this, and a lot of people track this as to where we are, and 

basically we're at about point 15 in the actual routing process, of looking at, route the 

final guidelines through SAMHSA, or for approval by SAMHSA.  So it's between 15 and 

16 as to where it is right now under OMB review.  But I believe that's with all three 

Mandatory Guidelines. 

Under the current urine and oral fluid status, again, just a reiteration of the 

urine comment period and the proposed, and then public comments for both urine and 

oral fluid has been addressed, and the final urine and oral fluid is under OMB review. 
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Some of the major revisions that I've touched on before is we revised the 

timeline and the process for publishing the authorized drug-testing panel -- that would be 

drugs, analytes, and cutoffs.  That would be a review on an annual basis.  We've revised 

to report specimens as substituted based on biomarker testing.  This would be 

concentrations inconsistent with the established for human specimens, and that would go 

across the board, specifically, though, for urine.  But it would also be established for oral 

fluid. 

Establish a timeline and process for publishing an authorized biomarker 

testing panel, and this, again, would be a biomarker testing panel of the analytes and the 

cutoff concentrations.  We raised the morphine confirmatory test cutoff from 2,000 to 

4,000 in the urine Mandatory Guidelines, and I'll show a little bit of data about that.  I 

think you can see that was the correct move was to raise that cutoff concentration. 

And then we revised the Medical Review Officer verification process for 

positive codeine and morphine specimens and then required MROs to submit semiannual 

reports to HHS or designated representatives at the federal agencies specimens that were 

reported as positive for drugs or drug metabolite by the laboratory and verified as 

negative by the MRO.  I think that will close the loop on some of these that are reported 

positive but verified negative by Medical Review Officers. 

Regarding the hair Mandatory Guidelines, the status, again, SAMHSA has 

public comment review.  We had over 700 individual comments, 213 commenters. We 

reviewed all those.  We submitted information and scientific studies referenced by the 

commenters.  We had to go through that literature and look at all the comments around 

the literature and why it was supportive or not supportive of what we wrote in the 

regulatory rule. 
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We've also had DTAB review.  That was in March of 2021, and then in 

June of 2021 we had members review the draft HMG and provided input again. There 

was a significant number of comments there we looked at.  

And then we also had, as I reported earlier at a Drug Testing Advisory 

Board meeting, we also had hair testing laboratories which we called a listening session. 

That was in March and April of 2022, and SAMHSA listening sessions with seven hair 

testing laboratories.  We looked at topics such as proficiency testing, the requirements, 

the quantitative agreement between labs, reporting criteria, and then future technical 

working groups around these issues.  And we've revised the hair Mandatory Guidelines, it 

has been submitted, and it's currently as I've stated under OMB review. 

I just wanted to put in this, this is probably a little bit more important as 

we move forward with all of the different matrices, and it's sort of a standardization of 

report nomenclature.  You may want to be thinking about it if you're a laboratory with the 

LIMS system or the IT system, as to how these are reported.  I know in the revisions that 

was some of the changes that we made is the reporting criteria be established, be 

standardized.  But I just wanted to show this, when it looked at drug class versus urine, 

oral fluid, and hair, they're not all reported equivalent, although the abbreviations we 

would like to keep equivalency as to what we see on the reports. 

But then again, when you're looking at, for instance, you're looking at oral 

fluid, you're looking at marijuana, you have delta-9-THC-9-carboxylic acid in urine, 

whereas in oral fluid you had delta-9-THC.  So a difference in that as to the analyte 

reported, but again, we also have a difference in the abbreviations.  Throughout all of 

these, especially around the opioids, too, it's really significant that we standardize these 

reporting methods. 
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Around that, we've looked at the abbreviations, and that would be great to 

actually have those standardized when it comes to the alternative matrices. 

With that I want to also give a current update on some of the studies.  As 

you can see, a lot of those have been completed. I'll start from the bottom this time.  One 

of the ones that we're looking at here, we just started, is the hydroxycocaine in hair data 

sharing.  And again, that's been IRB approved.  Obtaining its not-human subjects, 

preparing data use agreements, and contacting laboratories for that. 

Cannabinoids in hair is continuing.  The JHU, Johns Hopkins University, 

delta-8 dosing study. And we're continuing with the second sub-study of that.  The JHU 

study for chronic dosing of CBD, that's continuing, and for that, hair extract analyte 

information, et cetera, continuing with hair care products, which are truly interesting 

because there are so many products out there that are on the shelf. 

Again, the presence of fentanyl in opioid-positive specimens, sample 

analysis was 100 percent complete, and the data was presented on this on DTAB of 

March 2. And the others have been completed, and you can see those regarding the 

current NLCP applied studies that we've been and are ongoing. 

I wanted to put this in for the Drug-Free Workplace Program and the 

evolving environment, with new emerging legislation, advances in the science and 

technology, and the evolving environment at SAMHSA.  We'll be examining the impact 

and the policy on other aspects of the Federal Drug-Free Workplace Program. And 

again, emerging issues around legislation, we had the 2015 FAST Act that required 

development of the Mandatory Guidelines for hair testing, 2018 Farm Bill, this defined 

hemp and set a legal limit of THC content, making it actually very difficult to discern 
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between legal and illegal sources of THC.  And then we had the 2018 Opioids Crisis 

Response Act, which all affected the Drug Free Workplace Program. 

Changes in the science. We had drug testing and specimen collection 

technology are improving. Obviously the Mandatory Guidelines for Federal Workplace 

Drug Testing Programs using oral fluid was effective January 2020, and as reported, we 

currently do not have any HHS-certified laboratories, but we're hoping within a short 

timeframe that we will have applications and we will have an HHS-certified oral fluid 

testing laboratory. 

Under the evolving environment, we have new and novel drug use 

continues to emerge.  Some of the synthetic designer drugs.  I don't know if it's a 

synthetic designer drug, but the xylazine that's had so much press and so many things that 

have happened, and now they're seeing xylazine that actually is being evidently 

manufactured for its use alone. 

Increased public acceptability and availability of marijuana and CBD 

products.  And then again, the implications for workplace safety and security, especially 

around delta-8-THC and the THC isomers and the state initiatives to decriminalize 

marijuana. 

This all gives an increased demand on the Drug Free Workplace Program, 

especially as COVID-19 is still there and the return-to-the-office challenges regarding 

that. 

With this slide I want to -- it's really important, I believe, an important 

slide.  Based on these results, you can see that the prevalence of delta-8-THCA was 

estimated to be around .27 percent, or 0.1 percent if we don't count specimens also 

positive for delta-9-THC.  And this is with a larger study, but I just picked out this one 



 
 

      

   

    

   

    

 

   

  

    

 

 

 

    

 

 

     

 

  

  

 

 

   

49 

slide because I think it's really interesting for the public, for marijuana. The large overlap 

stems from the fact that marijuana also contains low levels of delta-8-THC. 

Similarly, fentanyl prevalence has been estimated to be about 0.19 

percent, based on the study conducted in 2017 and 2019 from NLCP.  Again, as fentanyl 

drug seizures and overdose deaths have increased since then, the number is likely even 

higher.  We're looking at it now where the prevalence seems to be about .3 percent, or a 

little bit under that .3 percent. 

In the graph above, we can see the prevalence of drugs among employees 

in federally mandated drug-testing programs, which are the dark blue, and in the general 

workforce, which is the light blue. With that, that's the actual percentages of where we 

are.  But we can also see that both fentanyl and delta-8-THC have a prevalence similar to 

cocaine and the semisynthetic opioids.  It is only surpassed by amphetamines and 

marijuana.  So it is significant if you start to look at the fentanyl and/or the delta-8-THC 

in the workforce. 

This slide, what I wanted to show is in the current fentanyl study, we 

wanted to evaluate fentanyl presence in 504 specimens positive for morphine.  A large 

portion of these specimens, about 43 percent, had morphine concentrations below 4,000.  

You can see that in the yellow. This could be obtained after poppy seed ingestion, the 

shaded yellow portion, but could also be from prescription use of morphine or illicit use 

of heroin.  In this range we depend on the clinical evidence of the drug of abuse or other 

markers of that, such as 6-acetylmorphine, which you can show there. 

At higher concentrations, in green, the source of morphine cannot be due 

to poppy seed ingestion, leaving us with either prescription use or illicit use.  With that 

said, when we look at the prevalence of fentanyl, which is in red, and 6-acetylmorphine 
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in blue, in the specimens, we see the prevalence of fentanyl is actually higher especially 

in the lower concentration range where the detection is important to show the illicit drug 

use. 

Again, this shows that fentanyl may now be so common in street heroin 

that it is a better marker as far as heroin use than the 6-acetylmorphine we've used in the 

past, which is the heroin metabolite.  But again, at the larger concentrations, the 6-

acetylmorphine is more prevalent than fentanyl, but at these lower concentrations of 

morphine you can see that fentanyl seems to be a better marker around the use of illicit 

opioids. 

With that, I want to conclude.  These are the Drug Free Workplace 

Program resources.  We have updated some of those, especially over the last six months, 

so you may want to take a look at those.  And with that, I'll move on to the next slide and 

thank everyone for listening to the presentation.I'll just say, are there any questions from 

the board?  

Okay, I'll turn it back over to you, Lisa. 

MS. DAVIS: Thank you very much, Ron.  We are ahead of schedule on 

the agenda, so we're going to go ahead.  The next order of business is breaking for lunch, 

so we're going to go ahead and break for lunch early.  We're scheduled to be back at 1.  

I'd like to start at 1, so if you please login a little early so we can get roll call and start at 

1.  We have a very full afternoon, so I'd like to really start on time. 

Thank you. 

(Recess for lunch.) 
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AFTERNOON SESSION 

Agenda Item: Call to Order 

MS. DAVIS: My name is Lisa Davis.  I am the designated federal officer 

for the Drug Testing Advisory Board, and I officially call the afternoon June 2023 DTAB 

session to order.  I'll start with a quick roll call to make sure everybody is back. 

First, Kristen Burke. 

MS. BURKE: Here. 

MS. DAVIS: Deborah Motika? 

MS. MOTIKA: Present. 

MS. DAVIS: Stephen Taylor? 

Alison Stockdale? 

MS. STOCKDALE: Here. 

MS. DAVIS: David Engelhart? 

DR. ENGELHART: Here. 

MS. DAVIS: Elizabeth Stuyt? 

DR. STUYT: Here. 

MS. DAVIS: David Roberts? 

Lindsey Everson? 

MR. EVERSON: Present. 

MS. DAVIS: Dawn Hahn? 

MS. HAHN: Here. 

MS. DAVIS: Bryan Ruggery? 

MR. RUGGERY: Present. 

MS. DAVIS: Ron Flegel. 
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MR. FLEGEL: Present. 

MS. DAVIS: And a quick roll call of the afternoon speakers. Robert 

DuPont. 

DR. DUPONT: Here. 

MS. DAVIS: Michael Walsh. 

DR. WALSH: I am here. 

MS. DAVIS: Faye Caldwell. 

MS. CALDWELL: I am here. 

MS. DAVIS: Joey Kotarek. 

DR. KOTAREK: I'm here. 

MS. DAVIS: Ed Cone. 

DR. CONE: Present. 

MS. DAVIS: And one more time, David Roberts, are you online? 

Okay, we do have a quorum.  So let's move forward please.  As Ron 

mentioned earlier, we did a Comprehensive Review of the program for the first time it's 

been done in the program, and it began with a history of the program.  It was a 

fascinating presentation, and we are very happy to present it here at DTAB for all of you. 

So if we could get started.  Dr. Robert DuPont is our next speaker.  Thank 

you. 

Agenda Item: Presentation: History of U.S. Drug Policy and the 

Federal Drug-Free Workplace Program 

DR. DUPONT: Thank you very much, Lisa.  I am proud to be here with 

you and delighted to be here with you.  Before I get into my slides, I want to just tell you 

a couple of things about me, to help have a context for what it is that I'm saying. 
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I began my career in the addiction field in 1968, 55 years ago.  I was 9 

years old at that time, and I started in 1968 as a psychiatrist working in the Department of 

Corrections in the District of Columbia in a time when there was a major crime epidemic 

in the nation's capital that was part of a Presidential election in 1968.  So it was a very big 

deal. 

And the question was why was the crime going up? And working there in 

the Department of Corrections, I took some urine cups and some college students in the 

summer of 1969 and did testing on all the inmates coming into D.C. jail in the month of 

August, and we found that 44 percent were positive for heroin and when we looked at 

what year they first started using heroin, it matched perfectly with the rising heroin 

epidemic; heroin use started right along with the crime rise. That was published in the 

New England Journal of Medicine, and it had a lot to do with getting the White House 

interested in drug abuse and drug treatment and we treated 15,000 heroin addicts in three 

years in the city. 

So I mention that because of the role of drug testing, that that number and 

that data was crucial to that finding, and then jump forward with me to June 17, 1971, 

and that was the creation of the first White House Drug Office, where Richard Nixon was 

President and called drug abuse the number one priority of the federal government.  He 

never used the word war on drugs.  That's been labeled to it by people who are hostile to 

what is going on.  

But you think about this. A Presidential address to the nation in which he 

says drug abuse is priority one for the federal government.  That was amazing, and what 

did he do?  He sent Jerome Jaffe, the first White House drug czar to California to pick up 

the first SYVA immunoassay screening tests and take them to Vietnam where the service 
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people in Vietnam were having high rates of heroin use that was threatening the war 

effort really, and there again, you see, drug testing was crucial. It became a very 

important part of national priorities. 

I want to also mention about that White House Drug Office.  It's pretty 

interesting.  It started in June 17, 1971.  It's been going on now for 52 years.  There's no 

other problem other than drug abuse that has a White House Drug Office, and that gives 

you a thought about how much priority there is and what we are doing. It's been said that 

Bob DuPont never saw a drug test he didn't like, and I think that's probably true, because 

this is the technology of addiction medicine and addiction, of dealing with a major social 

and health problem.  So what you're doing and what we're doing here is really, really 

important to a really, really important priority for our country. 

Let's talk about the modern drug epidemic. What is this problem we're 

dealing with? Well, it hasn't been around before. It didn't start until the late 1960’s.  

Now, there were drug problems before that, but they were always one drug at a time or 

small parts of the population.  Only in the 1960’s did we see large percentages of the 

population affected by many drugs. Never happened before in the world. 

It was a historic time of great importance.  There was a legitimization and 

glorification of recreational drug use. It became kind of a religion, and it was 

demographically important.  It was when the baby boomers got to late adolescence and it 

was also a time for the protests about the Vietnam war that were very big, too, and there 

was social unrest that makes what's going on now look pretty tame by comparison at that 

time.  The sort of mantra of the time was turn in, tune in -- turn on, tune in, drop out, by 

Timothy Leary. It was my privilege to debate him on the Today Show one time when he 

published his autobiography, which appropriately enough was called Flashbacks. 



 
 

   

      

  

  

    

      

  

    

       

    

  

 

   

     

     

    

      

 

      

     

   

   

        

       

55 

The country has looked at the drug problem in a one-drug-at-a-time way. 

We started out as I mentioned with heroin, and then marijuana has been there all the time 

through this, but heroin was the focus in the 1960’s and 1970’s. 

And then in the 1980’s, we had the crack epidemic. Then in the 1990’s 

we had methamphetamine, and we had the prescription opioids problem from 1995 to 

2010, and now we're in the grip of fentanyl as a focus. But the reality is that the national 

drug problem has always been a polydrug problem, and that's true today.  Almost all of 

the fentanyl deaths are of people who have used other drugs at time of their death, and the 

average is two to four other drugs, but it's many as 11 other drugs were present at the 

time, and I want to focus more as we go through on that polydrug phenomena, because 

it's very important to understand that.  Our mindset is one drug at a time, but the behavior 

is not one drug at a time. 

Here are some landmarks in this.  I mentioned about the 1971 return of 

veterans and the urine test role in that. In 1981, we had the crash on the aircraft carrier 

Nimitz. That really moved the military into the center of drug policy and drug testing in 

a dramatic way.  The Vietnam war, it was limited to the Vietnam theater mostly, not 

always but mostly that. But after the Nimitz, it changed completely, and the military got 

very involved in drug prevention and drug testing, and really set the template for 

everything that came later. I think we don't give nearly enough attention to the role of the 

military in drug testing and drug intervention and drug treatment.  But that Nimitz was 

the thing that did it. 

Then in 1987, we had the crash of an Amtrak and Conrail trains.  It wasn't 

in Chevy Chase, Maryland; it was in Chase, Maryland. Sorry about that.  Six (Sixteen) 

deaths and 64 injuries -- I don't know of anything quite like that in the drug history like 
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that crash and how it was reacted to when the driver of one of the trains was found to be a 

recent marijuana user. It really catalyzed -- sort of like the Vietnam war was. It was a 

catalyst that led to everything that followed after that really was set in motion at the time. 

In November 1988, we got testing for pilots and other people in the 

Federal Aviation Administration, and this also was a very big historical development. 

The late 1980s, the focus went to the workplace, and building on the 

military was the Drug-Free Workplace Act, requiring federal agencies -- and it's 

interesting that there's a lot of people working for federal agencies, but this became a 

template for larger workplace activities and I'm happy to say that the speaker who 

follows me, Michael Walsh, was the heart and soul of that period of the 1980’s and was 

the leader. He was the guy, the magician who made things happen, and I'm really happy 

to be sharing this program with him and his leadership there. 

I mention here about alcohol. You know, alcohol has of course been 

around, had problems in the workplace and elsewhere for a long time, and we had a lot of 

experience with that, and a lot of that is very helpful.  For example, in the rehabilitation 

area, the alcohol experience is helpful. 

But in the drug testing area, it's not so helpful, because we have got this 

.08 issue in alcohol and particularly in the workplace, I mean in the highway setting, and 

that doesn't have any analogy to what's going on with other drugs.  But alcohol has been a 

very important part of the drug picture from the beginning. 

Now I'm going to give you a new word for most of you, I think, and that is 

commercialized recreational pharmacology.  That's what drug use is.  It's commercialized 

recreational pharmacology.  It's using chemicals that super stimulate brain reward for 

pleasure and it's promoted for profit by profit industry.  Both legal and illegal.  So the 
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illegal activity in drugs is driven by money from the users, just like the legal is, and the 

illegal people are very clever. They learn, they change over time, they get better at what 

they're doing, and commercialized recreational pharmacology often targets minority 

groups and economically disadvantaged.  Those are a common pattern with all kinds of 

commercial activities, but characteristic of commercialized recreational pharmacology, 

and it's driven by the money of the users, both legal and illegal. 

Now I am going to talk about the context of this, and I'm going to 

speculate with you about where this is headed. I'm not saying that anything here would 

be entirely new to you, but I hope it will be useful. 

This is for perspective on deaths, and it's very interesting to me. We get 

lots of headlines about the overdose deaths, for good reason.  The overdose deaths are 

different from the deaths from alcohol and cigarettes.  Both of those are older people, 

drugs are younger people.  So the death of a drug overdose death has a big drag on the 

life expectancy of Americans in general that isn't the case for cigarettes and alcohol, 

because people are dying at older ages.  It's the younger ages people that made the life 

expectancy of Americans drop for the first time since the earlier epidemic with flu in 

1918 over these last few years. But I just think it's useful to have that perspective. 

Now this is about the past month use of Americans 12 and older, the so-

called household survey, and it's pretty interesting to look at this by thinking about the 

issue of legalization of drugs.  You'll notice the dominance of alcohol and nicotine, and 

you see marijuana, if we had a way to do this to show changes over time, what you'd see 

is that yellow bar is going down and the green bar is going up.  But look at how different 

those rates are compared to illicit drug use and opioids.  We focus mostly on the opioids 
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and marijuana in this, drugs other than marijuana, the overdoses in particular, but look at 

those usage rates.  

When somebody says what is the effect of legalizing drugs, you can see it 

here pretty clearly what that effect is of legalizing drugs.  Does anybody on this call think 

that the illegal drugs other than marijuana are less attractive to people than marijuana, 

tobacco, or alcohol? I don't think so.  I don't think so.  I think it's the society and the 

efforts of society to reduce those, and you see those changing over time in a way that is 

going to keep all of us in business for a long time. 

This is a little complicated.  So it's going to take you a minute to look at it. 

Just look at the dark bars for a moment.  This is the percentage of people who have used 

drugs in the last year, and you see alcohol is 86 percent, and then it goes down to 

cigarettes 60 and marijuana is 43, and now look at the big drop.  Look at that, 48 to 16, 

and then you see heroin out here at 2 percent, where I started my career. So you see if 

you look at that line it's decreasing percentages of use. 

But now look at the gray. It's going up.  It's just the absolute opposite of 

that.  And what is that? That is the number of drugs used by people.  So alcohol users 

have an average use of other drugs of 1.8 percent, yes.  And you see the percentage for --

1.8 drugs, 1.8 other drugs. 

And then you look at cigarettes and it's 2.4.  It's up.  And then you look at 

marijuana.  It's 2.9.  Now look at cocaine, it's 4.6.  Look at that jump from 2.9 to 4.6.  

And then LSD 5.1, inhalants 4.7, ecstasy 5.2, methamphetamine 5.6, you get PCP there 

and heroin finally. Those numbers are -- what there is is an inverse relationship between 

the prevalence and the use of other drugs along with that. 
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What that means is that people who are in those later ones like PCP, for 

example, or heroin, are going to have a lot of other drug use compared to the users of 

alcohol in there, and that's important for drug testing where you're going to find a lot 

more different drugs present when you do the less common drugs.  It also means that you 

will identify drug use, if not specific use, pretty easily by looking for it with, because 

you're going to get a lot of positives for the more common ones, and those are commonly 

associated with the uncommon ones. 

Now, where is all of this going?  What are we going to have, longer term, 

in the drug problem that we have?  Well, the illegal drug suppliers are very clever and are 

moving very dramatically to change. 

(Audio drops) 

MS. DAVIS: Can you hear me?  Did we just lose Dr. DuPont or did we 

lose the whole program? 

DR. FLEGEL: I don’t know. 

(Troubleshooting discussion) 

MS. DAVIS: Do you want to go ahead and put Mike's talk up, and if Bob 

can get back on, then we'll restart. 

All right, go ahead, Mike.  Thank you. 

DR. WALSH: My job is to talk about the creation of the new federal drug 

testing program, which in 1986 was a fairly daunting task.  The response when I was 

given the job that I often got from federal agency head was President Reagan wants us to 

do what?  He wants us to get our employees to pee in a cup? So we had to approach this 

task with some political savvy and political sensitivity. 
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As you all know, in September 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 for developing the technical and 

scientific guidelines was assigned to the Secretary of Health and Human Services, and he 

quickly delegated it down to the National Institute on Drug Abuse and it was ultimately 

delegated to me, as the director of applied research. 

So I did what all good bureaucrats do.  We set up a taskforce.  There was 

an existing group called the Laboratory Accreditation Working Group, the shortened 

version is the LAW Group, which was made up of Dick Hawks, who was the director of 

research and technology there at NIDA, and other familiar characters, Bryan Finkle and 

Yale Caplan, Kurt Dubowski, Bob Blanke, and experts from RTI to examine lab 

competence out there to do forensic urine drug testing.  

So I teamed up with Dick Hawks, who led that group, and we used the 

Department of Defense program as a model, as Dr. DuPont indicated.  They had a 

program up and running.  The focus of this initial taskforce was on the lab certification 

process.  Existing lab certification had been done by the College of American 

Pathologists, which were delegated the authority to certify clinical laboratories across the 

country by the Department of Health and Human Services, but over the next year or so, 

we realized that the CAP program was just insufficient to hire and fire federal employees. 

So we set out to develop a set of guidelines not only for the overall drug testing program 

but for lab certification as well. 

You have to remember, and I'll go over this a little bit, it's not easy to do 

things quickly in the federal government.  But we, President Reagan's order came down 
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in September 1986.  By February 1987, we had developed an initial set of guidelines, and 

Secretary of Health Bowen issued the required set of scientific guidelines, and not 

surprisingly, there was significant opposition to the testing program in the Congress.  

They proposed legislation to prohibit a single penny of appropriated funds to implement 

the Executive Order. 

In July 1987, they enacted Public Law 100-71, which allowed the 

President's program to go forward only if the following prerequisites were met. One, 

HHS had to publish the technical and scientific guidelines in the Federal Register for 

notice and comment, and two, the guidelines would be expanded to include standards for 

laboratory certification. 

So we went back to work, and by August we had a revised set of 

guidelines published in the Federal Register, as required.  During this six-month period 

or so, we had significant political pressure from various sectors. Pressure from the 

laboratory community to test for specific drugs.  Pressure from the diagnostic industry to 

use specific technologies.  In fact, they really wanted us to use their technology.  Months 

were required to evaluate the extremely lengthy and detailed comments. 

The revised guidelines and lab certification standards were cleared 

through HHS and OMB and were published in the Federal Register as the Final 

Mandatory Guidelines for Federal Workplace Drug Testing Programs in April in 1988. 

In July 1988, utilizing the 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. 



 
 

      

           

 

     

   

  

     

    

    

  

  

   

      

    

   

 

   

    

    

   

   

 

 

  

62 

Here is where the rubber meets the road. As I mentioned before, it's 

difficult to establish new rules and regulations in the federal government. This is a list of 

the clearance processes that we had to go through for virtually everything.  Within HHS, 

I was at the National Institute on Drug Abuse, but to get things moving, I had to submit it 

to the FDA and the Centers for Disease Control, and other agencies within Health and 

Human Services, and each of them would come back with comments and we would 

either have to make changes or respond to the comments sufficiently to get HHS to push 

them forward. If they went out of HHS, they went to the Interagency Coordinating 

Group, which was the Office of Personnel Management and Department of Justice, as 

well as HHS. 

Once we got their comments and cleared them, it went on to OMB, who 

sent them out to all cabinet agencies, and the majority of the 180 or so federal agencies 

got a chance to look as well. But primarily, the responses there came from the major 

agencies who were expected to begin to do a lot of drug testing, like the Department of 

Defense and the Department of Transportation and Nuclear Regulatory Commission and 

so on. 

Ultimately, after all their comments came back and all the changes were 

made and everybody was happy, they would be submitted to the White House, and the 

White House would submit them over to the Congress for the House and Senate staffs to 

take a look at them, and we had to look at their input as well, and then when everybody 

on this list got happy, things were published as final in the Federal Register. It's hard to 

move these guys quickly, but somehow we did it. 

One of the major differences obviously between the federal employees and 

the military was that within the military, their workforce didn't have quite as many rights 
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and were subject to a different set of standards than the federal agency folks, but two 

major Supreme Court decisions during this time that drug testing under specified 

circumstances did not violate the 4th Amendment, which prohibits search and seizure. 

Skinner and the Railroad Labor Executives and the NTEU v. Von Raab were the two 

Supreme Court decisions that allowed the program to go forward. 

So there was a lot going on during those initial years in terms of -- and 

then this slide really represents 35 years of our experience from 1988 up to the current 

time. Many, many legal challenges, which ultimately formed the policies and procedures 

that all of the federal agencies are currently using.  Over that time, there were significant 

improvements in the laboratory technologies, and some of those improvements have been 

integrated into the Guidelines, and also improvements in the medical review process and 

the programs that they run. 

As Ron Flegel indicated, we've been over the last year or so reviewing 

everywhere we've been for the last 35 years in terms of trying to make improvements, 

bringing the standards more up to date and to be more compliant with today's workplace, 

which has produced some significant issues that we are going to have to deal with.  The 

legalization of marijuana is a major issue that we've tried to tackle and all of these new 

products, CBD and CBD-like products with delta-8, small amounts of delta-9, in addition 

to the latest challenges like fentanyl and some of the other more popular synthetic drugs 

that have arrived upon the scene. 

So we're going to be continuing to work on that and once we come up with 

a final plan, it will have to go through all of those levels of review in government before 

they can go into final.  



 
 

 

   

   

        

 

       

    

      

  

   

   

    

   

        

  

    

    

 

   

   

  

  

  

64 

So over the 35-year history of the federal drug testing program, only 

modest changes have been made to the original Mandatory Guidelines.  The recent 

approval of oral fluid as an alternative specimen to urine is a major achievement, but so 

far no labs have been certified to test for oral fluid.  Draft proposed guidelines, as Ron 

has indicated, for the possible use of hair have been in review for many, many years now, 

but major concerns regarding external contamination persist.  So again, as we continue to 

move forward, as Dr. DuPont said, new challenges will arise and we're going to have to 

deal with them as they come. But you can be assured that SAMHSA is really trying hard 

to coordinate with other federal agencies and dealing with the issues that they deal with 

within their particular regulated programs. 

What has changed, and what are the new challenges to improving the 

program? Well, the attitudes about drug use have really changed.  We have new state 

laws permitting marijuana use and legalization. The wide availability of an array of new 

drug products, as I said, CBD, THC, delta-8 and other novel new drugs.  The pandemic 

has created a number of issues for the administration and running of the Federal Drug 

Testing Program. The overall observation of employees in the telework and hybrid work 

environment is typically by distance these days.  You don't actually see these employees 

for weeks at a time. 

Some of the agencies are resuming random testing after a two-year hiatus, 

but the issues of COVID safety and the interactions between the donor and the collector 

are also issues that agencies are having to figure out on a day-by-day basis. 

And dealing with MRO reviews and other medical evaluations are being 

done by telemedicine and virtual donor interviews these days. So there are lots of 
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challenges to not only improving the program but making it run smoothly in this huge 

workforce of the federal government that we're dealing with. 

I think that's the last slide, but let's try. Is there another one?  So testing is 

where we are in 2023; is it a new ballgame? Well, certainly the attitudes about drug use, 

especially about marijuana, having changed, is going to create new problems.  Over the 

last 15 months, the taskforce has examined these new challenges with the three working 

groups and has begun to recommend ways in which to improve the federal drug testing 

program. 

We broke it down into three working groups, one dealing with the current 

legal, political, and social issues of the changing laws and so on.  Working Group 2 is 

dealing with the scientific and laboratory issues and the new technologies that are 

arriving on the scene are being widely used now in major commercial laboratories, and 

Working Group 3 is managing the program in 2023 and beyond, which involves a whole 

plethora of issues, both administrative, scientific, and technical. 

I'm going to stop at this point and see if we can get Dr. DuPont back on 

the line. 

MS. DAVIS: Thank you very much, Mike.  We do have Dr. Bob back 

online. If we can get his presentation back up and let him get started again, that would be 

great. Bob, are you there? 

DR. DUPONT: I am. It's a little miracle how you did that.  I enjoyed 

listening to Dr. Walsh, who is always educational, informative, and fun. 

Well, I don't know what happened. I wasn't touching my computer.  I 

didn't do a thing, and all of a sudden, you guys were gone.  Anyhow, I'm very glad to be 

back and very glad to hear Mike's talk, because what he did was -- I'm going to put a 
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word on it -- it was a miracle. It was absolutely a miracle, and it only happened because 

of the commitment of the President and the bipartisan nature of the work to get through 

that in the time that it was done. So I think that was a wonderful example of somebody 

who led an effort that has really changed the world and now it's a matter of keeping it up 

to date and going forward with it. 

But to look at the future, you know, it drives me nuts when people say the 

drug policy we have has failed. You know, that's completely crazy. You look at those 

numbers about how low the percentages are in the population using the illegal drugs and 

to say that it's failed, when you know the biological effectiveness, attractiveness, of those 

drugs, is ignorant to say that.  It hasn't failed, but it's never going to go away. We're not 

going to have a time when we don't have a drug problem. It threatens to be much, much 

bigger than we have now, and moving toward legalization will absolutely increase the use 

of it and the problems associated with it. So that's a little bit of a wakeup call to anybody 

who thinks this is like the hula hoop and it's just going to go away. 

And it's also become global. There's lots of money being made all over 

the world.  It's not just American. We really did focus on American use at the beginning, 

but not anymore.  It's all over the world. 

And agriculture-based drugs are difficult to produce.  You have to have a 

crop.  You have to take care of it. You have to harvest it. All this kind of stuff. The 

synthetic stuff is easy.  It's amazing and complex, and it can be done anywhere in the 

world.  People are telling us now about how the problem is Mexico and China. Yes, it is 

Mexico and China, but these drugs could be made anywhere. As I said, they're even next 

door.  The idea that somehow this is unique to China and Mexico -- they're very effective 
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and no doubt about it, and they're innovative and they're powerful, but they're not unique.  

If that money is on the table, there's going to be a lot of people coming to get that money. 

The future is more chemicals, less expensive, more conveniently 

delivered.  Now, you think about that in terms of where things are going, and you get an 

idea of the fact that it's, as little as it is, is a kind of social triumph, societal triumph, that I 

think we need to be very proud of. 

I already had my rant about this, I guess, that -- first of all, the concept of a 

war on drugs is a misnomer. That was not a word that, as I mentioned, that Mr. Nixon 

used.  There's been a steady growth of demand reduction activities, all through this, all 

this political ups and downs.  I worked with the drug czars and presidents, all of them, 

and they're all working to the same goals.  So I don't like that term.  I don't think that's 

right for what it is. 

So looking ahead. Some things that we really have to work on, and drug 

testing is going to be absolutely central to all these things that we're doing. First of all, 

drug testing is like the diagnoses and the medicines. It is substance -- it is drug-specific. 

But I think as testing, we get more into it, we'll see you can test for plenty of different 

drugs and see the pattern of that.  I've talked to the folks at NIDA about the biology.  

How do you -- why do you think it is a polydrug problem?  Why don't people just use one 

drug? Why do they almost always use multiple drugs? And why is there a pattern to the 

drugs that they're using? 

I have come to the conclusion that what we have going on is a massive 

drug brain reward research project going on, no NIH involvement in this, no IRB 

approvals.  It's volunteers for the testing, and they're figuring out how best to stimulate 
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brain reward.  How to get the best high, and what they're doing, they're collaborating with 

the drug suppliers in this. 

There are patterns to it and it's very striking.  When I ask the folks at 

NIDA now about this, how about researching this, they just throw up their hands because 

there's too many drugs. There's too many doses.  There's too many patterns of use of it.  

You can't pin it down, because it's so broad what is going on. And the categories of 

drugs are changing in very dramatic ways. 

But I think, again, encouraging for-cause testing where you have a 

problem, that's the way it works on a highway. You go where there's a problem.  You see 

impaired driving. That's the trigger.  You do that, and you do it in the workplace, I think 

that's very useful. And getting cheaper, more access to the testing.  I think that's very 

important. 

And this issue of -- Mike was just talking about how the legalization of 

marijuana has changed the whole picture very dramatically with respect to that.  I think 

that's something we're going to have to work on, work our way through, and find ways to 

deal with it to protect our workplaces and to protect people's lives.  There's tremendous 

death consequences of this. 

I mentioned before about the cannabis. I mean, the alcohol, limitations of 

that precedent, and I think that that's right.  We don't have anything equivalent of a .08 

number for any other drug.  Alcohol is unique, absolutely unique in that regard, and 

you're not going to be able to use the tissue levels to do the drugs in anything else. 

To keep up with what's going on is a challenge, because what's going on is 

changing so rapidly and is so powerful and so big. But I think that the testing technology 

is increasing also in a very impressive way. 
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You know, it's interesting that if you think about the time it takes to come 

up with a new drug and put it into the -- sell it in the illegal drug market, it's pretty quick.  

You don't have a lot of steps to go through to do that. But now compare that to what 

you're doing here with DTAB and what it takes to make a change in this program, 30 

years old, and how hard it is to make the changes. The one, the drugs, the technology is 

rapid changing.  The countermeasures, no, not so much.  I don't think so. 

But I want to end with just another statistic that gives me a lot of hope 

about this issue. This thing has been a problem for kids; the issue right from the 

beginning was youth and the drug epidemic as it started, like the Timothy Leary era was 

an example of that. Let's go back to kids using drugs.  I bet not many of you know that 

the highest level of drug use in the United States was in about 1983 -- 83.  How long ago 

was that? That was when we had the highest use of drugs. 

This is from the Monitoring The Future data that's gone on since 75.  We 

got lots of good data every year for all those years. That's when the peak was, about 

1983, and it was the peak for alcohol and tobacco and marijuana and most of the other 

drugs, too.  They all peaked around that same time. And they've come down.  For 

example, last month use of alcohol was 72 percent in 1983, and now it's 30 percent. 

That's youth in America. Alcohol. Marijuana use was 40, now it's 20.  Cigarettes was 

40, and now it's 5. 

Those are trends in a direction, but here's a statistic that's even more 

dramatic is what percentage of American high school seniors have never used any drug in 

their lifetime. So 18-year-olds who have never used any alcohol, any nicotine, any 

marijuana, or any other drug in their lifetimes?  Okay, in 1983, that number was 3 
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percent; 97 percent of American high school seniors had used some drug at some time in 

their lifetime. 

Last year, that percentage who had never used any drug was 36 percent.  

That's stunning.  None of you have seen that statistic, because people don't talk about it.  

But it's a steady growth of youth who don't use any drug at all, and it was 3 percent and 

now it's 37 percent.  That's very good news.  That's cultural learning about drugs, and it is 

very hopeful. 

Here's another one from that same database. What percentage of high 

school seniors have not used any alcohol or other drug in the last 30 days?  That number 

was 16 percent in 1983, and now it's 67 percent. Two-thirds of American high school 

seniors have not used any drug in the last 30 days, whereas in 1983 it was 16 percent. 

Kids are learning something, and I think we can see also in the growth of the recovery 

communities around the country.  There are lots of positive signs in this drug issue 

having to do with learning and obviously the testing, the things we're doing there, and I'm 

going to just end by saying what respect I have for SAMHSA and DTAB and what you're 

doing.  I appreciate how hard it is to do this, how hard it is to keep up with it, but it's a 

huge problem. It threatens to become very much worse, but there are some hopeful signs, 

and I'm just appreciative of this opportunity to speak with you.  So thank you very much. 

MS. DAVIS: Thank you for that presentation, Bob and Mike both.  That 

was fantastic, and great to end on a couple of high notes and some surprisingly high 

notes.  That's great. 

Do any board members have any questions for either one of those two 

gentlemen? 
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MS. BURKE: I do.  This is Kristen Burke.  That was a wonderful 

presentation.  Thank you so much, Dr. DuPont.  I would like to go back to the stats that 

you referenced in regards to illicit drugs, and the thing that I'm curious about specifically 

with the comment at the end with children, how there's been a reduction in trying any 

drugs but also the last 30 days, and what I've seen is an increase in pharmaceutical use 

and drugs being used.  I also notice with the stats that that was not provided as far as 

combinations of drugs that have been tested, whether they're blood samples and/or urine 

or even oral fluid as appropriate. 

But from the forensic standpoint, we've seen large amounts of 

pharmaceuticals prescribed, and the uptick is just astronomic, especially with 

benzodiazepines, gabapentin specifically, because it's used for multiple reasons, and we 

do know that when someone is on that short-term long-term and the combination can 

actually affect their cognitive abilities, specifically their decision-making. 

So what I'm curious about is -- sorry, there's two questions.  Number one, I 

would be curious to see if that data is available. Number two, would there be a 

correlation with pharmaceuticals and leading to their use with some of the illicit drugs, 

because it could potentially affect their decision-making, judgment, and all of that.  

Sorry, I had to kind of lay the groundwork of where I'm coming from first. Sorry about 

that. 

DR. DUPONT: I appreciate the question and the groundwork that you did 

there. I was talking about drugs in terms of illegal drugs and legal drugs, but I didn't 

mention what you talked about, which was prescription drugs, which are legal drugs also, 

but a little different from alcohol and nicotine, for example, and that's really very 

important, and there's a tremendous growth of the use of psychoactive drugs in the 
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country, a lot.  Benzodiazepines have been an issue for a long time, but it's very striking 

how widespread the use of them is now also, and how much the benzodiazepines play 

into the drug picture, including prescriptions. 

You know, you were talking about almost -- all of us are used to seeing 

bad news about drug use, and that's because there's a lot of it that is bad news.  There 

really is.  But what I was doing was giving you a longer time horizon than you usually 

see. Most of the time, you'll see what this year is compared to last year.  I went all the 

way back to 1975 to see these bigger trends that are there, and I think that's part of what it 

is that's going on. 

But the attractiveness of the drugs is very good. The whole concept of 

controlled substances.  I am a physician, practicing physician, and the controls that go 

over controlled substances are tremendous there. But it's a big access to drugs of abuse, 

including for kids.  So it's a challenge to deal with that, both with the benzodiazepines 

and the stimulants and other drugs, too. 

So I don't mean by ending on a positive note to say, okay, close up shop, 

we did it.  I am just saying there's a little peep here, a little blip, that looks promising for a 

segment of kids, but there's still a lot of kids who are using a lot of drugs and having a lot 

of problems with them. But I like to keep a hope, a little bit of hope and optimism to it. 

But I agree with you, and the prescription drugs are an integral part. That's an access 

point to drugs, absolutely, and drugs of abuse, no doubt about it. 

My own personal interest has gone to the direction of physicians and their 

drug problems and the physicians health programs around the country. Physicians have 

very big drug problems. And that's very interesting.  It led to a thing called the 

physicians health programs, which I'm very interested in, because they have incredible 
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results in terms of recovery, and of course, a lot of that is prescription drug use by the 

physicians, too. 

So anyway, it's a privilege to be with you and I appreciate the question, 

and yes, there's plenty of work ahead of us.  This is going to be a challenge for not -- it's 

not like a hula hoop.  It's going to be around and it's going to -- the people who are selling 

the drugs, both legal and illegal, are quite highly motivated and very, very clever and 

effective. 

MS. BURKE: Thank you so much, and if you don’t mind a follow-up 

question or maybe it could be more of a thought-provoking question for maybe future 

research, is are they trading off the use of illicit drugs for pharmaceuticals that are being 

legally prescribed to them, meaning is it diminishing? 

DR. DUPONT: Oh, yes. They would sell their Adderall to buy some 

fentanyl or something like that. 

MS. BURKE: Well, you don't even need to, because it's being prescribed 

by a physician.  So maybe because of that, that reduces the need or the drive, right, to 

look for other forms to take it, because if we -- this is another whole conversation -- but if 

we look at the root cause of why people actually use substances is they're trying to escape 

from their daily life, whatever it is that's going on, and until we really deal with that root 

cause, this is going to be an ongoing problem in one form or another.  That's what I am 

finding with my research. So anyway, I just --

DR. DUPONT: But wait a minute, I want to pick up on that, because this 

is really important to me what you're saying, about the root cause.  Remember what I 

said, the root cause is not unhappiness.  The root cause is pursuit of pleasure, of brain 

reward. That's the term of art. That doesn't have to do with disability or pain or suffering 
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at all. You don't have to have a problem to use drugs and to find them attractive, and to 

pay for them.  Absolutely not. 

Now, people do that.  That's true.  People do that. But there's a very 

misleading idea in drug policy, I think, that if everybody was happy all the time, nobody 

would use drugs.  Nope. The drugs work just as well for happy people as they do for 

unhappy people, just as well for rich people as they do for poor people. That's just brain 

biology. 

I think it's great to make people happier and more healthy.  That's great.  

But it will not stop the drug use, because it doesn't have to do with that, and you see that 

with, in my practice now, most of my patients are not poverty people, and they don't all 

have problems.  Now people who are poor and have problems have a lot of drug 

problems, there's no doubt about that.  But the basic biology has nothing to do with that.  

It has to do with brain reward and the vulnerability to that is quite large. 

MS. BURKE: Just food for thought, another way for brain reward is 

meditation. 

DR. DUPONT: Yeah, there's a lot of good ways to do it.  I'm in favor of 

exercise myself.  That's my brain reward.  But oh my god, there's a lot of things.  How 

about hugging somebody you love?  I mean, there's a number of brain rewards.  But 

nothing is quite as powerful as the drugs.  It's very interesting to me, because the drugs 

are a direct impact on those brain rewards, and they don't require any work. All the 

things that you and I are talking about, you have to do some work for.  The darned 

chemicals do it, you just sit there, and that's seductive. 
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MS. BURKE: Thank you so much.  I really appreciate your presentation 

and your kindness in going back and through and addressing my questions.  Thank you so 

much. 

DR. DUPONT: Thank you. 

MS. DAVIS: I second that.  Thank you so much. 

So as Ron and Mike and Bob have alluded, we've done a review of the 

program over the last 30 years, and it's a fairly comprehensive review, multiple set of 

meetings, and Ron's presentation will give an update on where we stand with that 

Comprehensive Review. 

Agenda Item:  Update on the Drug-Free Workplace Program 

Comprehensive Review 

MR. FLEGEL: Thank you, Lisa.  I want to go back and thank Dr. DuPont 

and Dr. Walsh for not only this presentation but all you have done in the program. I have 

so much gratitude.  We honestly wouldn't be sitting here today at a Drug Testing 

Advisory Board if it wasn't for what you started so long ago, and I don't think it's gotten 

easier. That's for sure. I am glad that you are part of the team of the Comprehensive 

Review, because not only of where this program came from, but where we're going I 

think is so important.  So great lead-in to mine. 

What I wanted to do is update everyone on the Drug-Free Program 

Comprehensive Review and where we currently stand.  I think there's a lot more work to 

do, but at least we have some things that we're doing and moving forward and have some 

timelines that we want to move forward. 

What I did or what NLCP did for me is we laid out some of the high 

points on a timeline, on the year to year of when we started with Executive Order 12564 
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in 1986. So again, as you can see, in 1986, Executive Order 12564 was initiated as the 

Federal Drug-Free Workplace Program. 

Then, Public Law 100-71 required agencies to have a standardization 

model plan and HHS to put forward the Mandatory Guidelines, as Michael alluded to. 

That was in 1987. The first urine Mandatory Guidelines was published in 1988, I believe 

it was April 11, 1988. 

Then NRC published their fitness for duty regulations in 1989. So in 

1991, as often alluded to for Department of Transportation, the Omnibus Transportation 

Employee Testing Act required DOT to incorporate HHS's Mandatory Guidelines for 

safety-sensitive positions in the transportation industry. 

Then, again, in 1998, we added testing for heroin, 6-acetylmorphine, when 

morphine was greater than 2,000 nanograms per mL. So it was an add-on test. Then in 

2010, we added oxycodone, oxymorphone, hydrocodone, and hydromorphone were the 

synthetic opioids, which really at the time that we added that, we saw a significant 

positivity rate which has really came down over the last 10 years plus. 

Then in 2019, we had the oral fluid Mandatory Guidelines published, and 

again, were with DOT published in their NPRM in May of this year. We hope that very, 

very soon, we will have HHS-certified oral fluid testing laboratories. 

So then in 2020, we published the hair Mandatory Guidelines. Then in 

2022, we started the Comprehensive Review of the Federal Drug Testing Program which 

that's what I'm here to give you the information of where we are right now currently with 

that review. 

So the Drug Testing Advisory Board. I thought I would start out with this 

because of their scope and objectives. I think we have many and sometimes we focus on 
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certain things, but over the next year or more, one of those things I want to focus on and 

bring into the DTAB is also the Comprehensive Review and how we look at the future of 

the program. So DTAB looks at assessing the science and technology for drug testing, of 

course, generates standards for laboratory certification, overseeing the NLCP, improve 

the quality of the drug-free workplace program drug testing, and improve the quality of 

lab services, and also guide national policy on many areas. 

DTAB's duties are based on the ongoing review of the agency's drug 

testing activities and the National Laboratory Certification Program. So it's multiple 

things within providing advice to the Assistant Secretary of SAMHSA about the drug 

testing program or the activities of. Also, the review of the NLCP is required by Public 

Law 100-71 and as described in the Mandatory Guidelines. Again, reviewing the science 

of the laws and policies for the drug-free workplace program, and review the proposed 

recommendations, if there are proposed recommendations, and then also review the 

science of new drugs of abuse and methods to detect their presence. That is really part of 

what we're focusing on in the revisions to the urine guidelines is pushing these forward, 

is to have a more flexible analyte panel that we can look at when there are emerging 

issues or emerging drugs. 

So as you are aware, we have 10 members, eight experts in forensics, one 

representative user of a SAMHSA-certified lab, one represents individuals tested, and 

then each have a four-year term. We have up to three ex-officios, which are non-voting 

members, DoD, FDA, DOT, NRC, and DEA are the ex-officio members that we can have 

out of those agencies depending on what we're working on at the time. Again, employees 

of the United States, and then a variety of disciplines related to all types of testing within 

either forensics or regulated or non-regulated testing that we have on the board. 
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So again, I just wanted to give a little bit of background. That's why I 

bring this to DTAB, is to understand what we're looking at when we look at when it 

comes to the Comprehensive Review and the common themes, or, as we have here, the 

challenges. Of course, there are always unintended consequences to legislation. The 

Farm Bill, and I won't specifically, but obviously looking at THC, at a certain percentage, 

0.3 percent, made it difficult for the program. The FAST Act around the Mandatory 

Guidelines for hair, decriminalization in some state states, recreational in other states, the 

federal employees, et cetera, as to where they fall regarding that. Drug rescheduling 

could be one of those things as far as legislation. And then unfunded mandates, it's very 

difficult to move a program forward if it's unfunded to do the studies that we need to do 

sometimes. 

There is a lack of agility of the testing panel to address emerging drug 

threats. We know that. We're trying to make that happen in the Mandatory Guidelines so 

that we have some agility or flexibility to look at that panel on an annual basis. We also 

have interagency cooperation and consistency needed. Again, when it comes to the 

major programs like HHS producing the Mandatory Guidelines, Department of 

Transportation and NRC, specifically. Also, a big component of DoD is with that, 

because we have a number of Department of Defense individuals who are tested under 

the military, but we also have a number of civilians that are tested under the Mandatory 

Guidelines that work within DoD. So it's sort of both on that side. 

Some of the other items are decreasing number of labs but increasing 

number of matrices makes it more complicated, makes it more complicated for the 

NLCP, inspections, et cetera. Specimen tampering or subversion, I think everyone is 

aware of that. Not only that, but substitution and all the other adulteration that goes on 
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with the samples that we want to make sure it's actually a biological sample that we're 

testing. Collection site control and lacking some oversight with that control, a number of 

times we investigate samples where the B bottle does not match the A bottle, and you can 

clearly tell it's not even the same sample. 

So that's oversight that we don't necessarily have in the collection. We 

have to have better oversight on the collection procedures. Is it consistent with how 

they're doing it across the board? 

So this was Drug Free Workplace Program in the evolving environment, 

and as I mentioned, some of the emerging issues in legislation. It was 2015 under the 

FAST Act, and this required the development of Mandatory Guidelines for hair 

testing. Although DTAB's recommendation was to look at not only hair color impact but 

external contamination and in the proposed guidelines that we put out, those were two of 

the questions that we specifically put out to the public to help us answer those. 

In 2018, the Farm Bill defined hemp and set a legal limit for THC. Again, 

it made it difficult to discern between legal and illegal sources of THC when it was for 

instance found in a urine sample as a positive. The 2018 SUPPORT Act for Patients and 

Communities, which required HHS to determine whether to add fentanyl to the drug 

testing panel, and again consider whether to include any other Schedule I or Schedule II 

substances. 

Again, as mentioned in the presentation earlier, changes in the science and 

technology have been ongoing. Drug testing and specimen collection technology are 

continually improving. Instrumentation is improving, et cetera. Again, becoming 

effective for oral fluid, the first matrix or change in matrix since really 1986, we adopted 

in 2020. 
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And then the ever-evolving environment, new and novel drugs continue to 

emerge. There is increased public acceptability and availability of marijuana and CBD 

products and implications on workplace safety. We don't always know yet, but we're 

trying to look at that also, at what is the safety concern when it comes to, for instance, 

delta-8 or any of the THC isomers that we see. 

So some of the areas of the program we looked to examine were state of 

the art and science, maintaining the program integrity that we've always had since 1986, 

this was around the drug testing validity and reliability of that testing. Workplace safety 

and security, especially under safety-sensitive positions, there doesn't seem to be, in a lot 

of these state laws, and Faye Caldwell can answer this better than me, but there doesn't 

seem to be a standard safety-sensitive position or what falls into those standards which is 

concerning. 

Issues, challenges, approaches, and actions, then the ongoing training 

needs that we need within the program, future studies we're looking at, policy initiatives, 

future direction of the program, and some of the resources that are also needed to sustain 

the program that we currently have. 

So again, we did a high-level review, calling it a SWOT analysis of the 

Federal Drug-free Workplace Program, and we looked at assessing the critical issues 

affecting the program, not only now but in the future; the review of the state-of-the-art of 

the science, and we also tried to identify key policy and technical challenges, as well as 

highlight some of the best practices for future Drug Free Workplace Program. 

So as mentioned earlier, Working Group 1 was looking at the legal, 

political, and social issues. That's also including legislation that was already 

mandated. Working Group 2 looked at the science and laboratory issues. This was 
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around emerging drugs, evolving technology, and again, alternative matrices in the 

program. And then Working Group 3, we really wanted to look at managing the program 

in 2022. Dr. Walsh's slide was right, because that's when we actually started this, was 

2022 and beyond. 

But some of the issues that we had early on in the COVID epidemic was 

telework. How do you test a person that is home teleworking, mandated to be home 

teleworking, for a drug test when they come up as a random test? So it's things we had to 

deal with right away. Information flows from employee-assisted programs, supervisors, 

and employees. That was all wrapped up in the Working Group 3. 

So the plenary 1 we had on May 17 and May 18 in 2022, and I appreciate 

both Dr. Walsh and Dr. DuPont for being part of that, that working group, not only the 

working groups but the plenary session looking at these issues. The working groups met 

over the summer, which was 2022. We looked at assessing the strengths, the weaknesses, 

opportunities, and the threats, or better known as the SWOT analysis. We identified 

challenges in the science and the policy and looked at those in the impact of how we 

could change policy, looking at policy, et cetera. 

Then our desired outcome was to have a plenary 2 which would be this 

October 19 or October 20, and it may be a little later than that, but that's what we 

targeted, is to have all of the information acceptable, a paper written, et cetera, and 

looking at the whole SWOT analysis over the program. Again, under that desired 

outcome, a summary report of the issues, and then describe future tasks to address these 

challenges. 

So I just wanted to show when we looked at program strengths, these were 

some of the strengths that were identified. By no means is it an extensive list, but it is 



 
 

   

    

   

         

     

   

  

    

   

    

   

  

    

     

 

 

  

  

     

   

   

     

82 

some of the strengths that each of the working groups identified as we go through 

this. Scientific integrity, legal strength, has been challenged many times, institutional 

maturity, perceived validity and fairness, especially when it comes to the B bottle for the 

donor. We kept that the same not only in the oral fluid but also the hair. You will always 

have a B bottle for the donor. Deterrent effect and also the gold standard reputation that 

we've had in testing urine for many, many years. 

Some of the program challenges, we changed it not to weaknesses but to 

challenges that we have, our protracted process for change, it's a very lengthy rule change 

as to how we handle this right now when we have to change an analyte, a cutoff, change 

the regulatory rules as we see emerging issues. So it was one of those things that we 

wanted to look at as far as the flexibility of the analyte table. 

The economics of lab certification, financial economics, et cetera. Lack of 

surveillance capability, implementation inconsistencies, the COVID-19 impacts on the 

implementation and the testing process. Ineffective SVT testing, there are a lot of 

synthetic urines I'm sure that are getting through the program that are very, very difficult 

to test, and actually see or figure out if they're actually synthetic urines. 

Collection problems, as I mentioned earlier, MRO notification delays, and 

also a diminished junior toxicologist knowledge of the federal program. That's why the 

presentation earlier was so beneficial, I think, of where the program came from, where it 

went at the time, and where it's going in the future. So I think it was really good to start 

with that presentation. 

These were the program opportunities. Interagency collaboration, 

program visibility and consistency, Mandatory Guideline revisions that we've actually 

obviously worked on, then the support studies to enhance decision making. Again, I 
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think it's important that science also lead in the decision making when we're writing 

regulatory rules. 

Last were the program threats. So jurisdictional leniency, especially about 

marijuana, and I should say not only marijuana but the products of marijuana. Agency 

implementation inconsistencies, legalization and unfunded legislative fiat or mandates, 

no impairment standards or measures that we currently can rely on for both federal 

standards as well as state standards, et cetera. Low unemployment, NPS or novel drugs 

and test-defeating products that are used, public opinion about marijuana and workplace 

testing in general, and then untested drugs of concern. Obviously, we've all heard about 

the Xylazene as I mentioned earlier, that's one of those concerns right now. 

And then declining program implementation quality, and I don't mean that 

as a bad thing, but we want to make sure that as we implement new changes in the 

program that they meet the requirements that we want to see in the future. So I think that 

was something that we have to look through, the implementation of these program 

changes, to make sure it still will be the gold standard in the future. 

So these are some of the unanswered questions. I'm sure you can all think 

of a lot more, but these are just some that I wanted to put out there. Should legislation 

lead policy or should science lead policy? I think that's, to me, science is one of the 

things we started looking at years and years and years ago to provide evidence of how or 

what we need to write into the regulatory rules. 

Will the federal drug testing program continue to be a deterrence program, 

or will we look at fitness for duty? Again, we test number of prescription drugs, the 

oxycodones, et cetera, and does it become more of a fitness for duty instead of a 

deterrence program? Will the federal drug testing program continue to test for 
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marijuana? Questionable. Will multiple matrices, urine, oral fluid, and hair, improve the 

deterrence effectiveness program? I believe so. I think it's very hard if you bring a 

synthetic urine and they say we're going to test you using oral fluid today. So a little bit 

more, I think, depending on the matrix, it's going to be a little bit more difficult to beat in 

the future. 

Are unique biomarkers for drug use achievable? We looked at a number 

of unique biomarkers or metabolites and it is interesting; we can see some. So now in the 

program, is it something that we need to focus on a little bit more? Should there be a 

standard definition for safety-sensitive positions that states can or should follow? We 

don't really have a federal standard on that. 

How will changes in the federal drug testing program impact the Federal 

Drug-Free Workplace Program and federal drug testing? Again, some of the things we're 

looking at going into the future. What will the future of the federal program look like if 

marijuana is de-scheduled, rescheduled, legalized, decriminalized, et cetera? I think there 

are a number of questions there, but it's something that right now, we just have to look at 

as the future of where we're going. 

How do we address policy changes in a timely manner? With an annual 

review, what are the criteria for adding, removing drugs from the federal drug testing 

panel? I think this becomes a very large part of what the Drug Testing Advisory Board 

will look at in the future, is because we're possibly looking at it on an annual basis, it is 

something that we'll have to look at carefully to review and is an emerging threat, can it 

be tested, should we add it to the panel, should we remove drugs from the panel, et 

cetera? So a number of questions there. And then of course all of the other questions 

that we could also ask for the federal drug testing program. 
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So a roadmap and action plan. This is by no means extensive of anything 

that we've written or started to write in the summary, but again, just some of the few that 

are some that we're working on, some that we're looking to work on, and some that are 

pretty close to completion. So pursue clearance strategy with FDA, reduce the length of 

time required to change the testing panel, develop and add a surveillance program, 

emerging drugs, specimen validity testing. That really is a pulse testing program to look 

at drugs that we don't know exactly, for instance, with fentanyl, we know it's ever-

increasing, same with Xylazene, et cetera. 

Review and streamline program processes, inspections, and audits, and 

then align goals and timelines for SAMHSA/DWP and regulated agency partners. So I 

think to be more effective, we align those a little bit better, I think we'll become more 

effective especially as we look at an annual review around the analyte table change. 

With that, I will conclude. Again, Drug-Free Workplace Program 

resources. I look forward to giving more information to DTAB as we move forward on 

this Comprehensive Review, but this is just touching on some of the general things that 

we have as far as the framework and what we've looked at under the Comprehensive 

Review and more ongoing. 

Thank you. I'll just ask if there are any questions from the board. 

MS. DAVIS: Hearing no questions, on the agenda now is our break time. 

We are a little bit behind schedule so instead of returning at 2:35, if you could return at 

2:40, I'm just going to cut it a little short. A 10-minute break and then we'll start back up 

with the FDA approval process. 

(Brief recess) 
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Agenda Item: Update on FDA Approval Process 

MS. DAVIS: As we've discussed already in reference to the 

Comprehensive Review, one of the big challenges of the program is responding in a 

timely manner to changes in the analyte table, or drug challenges that are coming out.  So 

on April 7, 2022, HHS published two separate Federal Register Notices with proposed 

revisions to both the urine and the oral fluid Mandatory Guidelines, and one of the major 

changes was to remove the analyte table with the required analytes and cutoffs from the 

Mandatory Guidelines and issue that testing panel in a separate FRN annually, so that we 

could more frequently and with more flexibility address emerging drugs and timely 

changes to the testing panel. This will enable SAMHSA to review and change the 

analytes when warranted and not have to go through an entire Mandatory Guideline 

review. 

The next challenge to the timely change in analytes in the table is, once we 

regulatorily make the change, how do we implement that change in a timely manner?  So 

the next step was to look towards the FDA approval process, and we realized that this 

process of what clearances and approvals we will need may become complicated by 

laboratories moving to screening by mass spectrometry.  It may also be challenged by 

laboratories who have a collection device and a reagent, but who may receive a collection 

device from another reagent manufacturer who may then also perform their own method 

validations to be able to use collection devices that don't necessarily match with the 

reagents that they have on their analyzers. 

And the question, do we even need FDA approval at all?  So the first 

question before we jump into whether or not we even need it, we wanted to reach out to 

FDA and ask them for their help in how can we streamline the approval process through 
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FDA? And luckily, we have an ex officio on our board, Joey Kotarek, from the FDA, 

who graciously took that request back to his leadership and is going to provide his 

presentation next on their responses to our questions about how to speed up that process. 

Joey, thank you very much for taking on our challenge, and for bringing 

an answer to our group.  I very much appreciate it. 

Agenda Item: Update on the FDA Approval Process 

DR. KOTAREK: Thank you, Lisa. First, I should probably apologize.  I 

have not updated my Zoom photo since pre-COVID, so that looks a little different than I 

do now, but hopefully that's okay. Thank you very much for that introduction, and yes, I 

want to talk this afternoon about FDA 510(k) review of drugs of abuse, the assays as well 

as, and I think this also will apply to for example the oral fluid collection devices.  We're 

always thinking about how can we be least burdensome to get the information that we 

need, and I want to talk through today both some options that we have leveraged and I 

want to highlight that are available.  But also talk about looking ahead, how could we 

make this more efficient, how can we develop a process that does ultimately afford the 

flexibility and the nimbleness that I think that this space needs. 

First I wanted to talk through just the existing paradigm for drugs of abuse 

510(k) review, and when I say 510(k), that is the regulatory pathway by which I think 

almost all drugs of abuse as screening assays, as well as, for example, oral fluid 

collection devices that would be used for drugs of abuse, will go through. We typically, 

for example, for those assays, we look at obviously these devices, the screening assays, 

they're designed for detection of specific drugs or specific analytes, and they're designed 

around specific cutoffs. So as we do this, though, as we get each submission, we review, 

and then we get the next, but we're always thinking how can we apply least burdensome 
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principles? If you go to our website, we've tried to define least burdensome, or at least 

provide a definition how we think about it.  And it's what is the minimum amount of 

information necessary to adequately address the relevant regulatory question or issue 

through the most efficient manner at the right time? There's a lot of things you might like 

to know, but really what do we need to know?  And let's limit what we ask and ultimately 

what we expect people to submit as part of a submission to what we need and only when 

we need it. 

In that, I wanted to kind of highlight a few examples where we're always 

trying to see how can we do this more efficiently, especially if we're getting these 

submissions, how can we go through that information quickly and minimize the amount 

of -- even as you think of bureaucratic overhead that's necessary. 

Here I wanted to highlight an example, it's the FDA triage program, and I 

wanted to highlight an example, and it's not limited to drugs of abuse, but it can and has 

been applied to that, and it's a mechanism by which we have really been able to expedite 

a lot of our reviews.  I will say I often get the question, and it's a very good question, how 

long would it take to review my device?  Or how long does it take for FDA to do its 

work? How long would it take before -- so a sponsor submits an application -- before 

FDA finally makes a final decision? And I will concede that sometimes that answer can 

be a fairly long time, especially if we get a submission where it looks, it's difficult for us 

to follow, it may not be well organized, or especially, reading through it, and really the 

results of the testing that we're looking at, if that raises some significant questions where 

it looks like this device may have concerns or performance flaws that don't exist in the 

devices that are presently on the market. 
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But we can, we have the option, if a submission is very well organized, 

and it does have the data we expect to see, and does clearly demonstrate that it does meet 

the regulatory criteria, the performance expectations that we have, that we can go through 

a process very quickly.  

I've highlighted this example here -- if you go to our website you can find 

these pages, and if you go to the page shown on the left and click that link that's actually 

highlighted in light purple, it will take you to that sheet on the right.  And for most 

510(k)s that go through for drugs of abuse, instead of that sheet on the right, you will see 

a decision summary that outlines all of the testing that we reviewed, and you can see a 

description of our entire review. 

But for submissions that are qualified for this program, we are able to 

actually really leverage what the sponsors provided, even in our own documentation, 

such that instead of generating all of that, all that digital paper, we get this sheet here you 

see on the right. 

The point I have here is that we don't necessarily have to go through that 

rewrite everything the sponsor said, go back and go through, go back and forth.  You can 

really, if it's a well-organized submission for things that we have a lot of experience with, 

we can leverage what the sponsor has provided and really go through these submissions 

very quickly. 

I wanted to highlight this as a recent example, because I've circled that, the 

dates there in red.  The date received and the date of the decision.  You'll see here that we 

received this submission, the first time FDA ever knew of this submission's existence, 

was that date, date received -- 4/21.  And it really was in this case for a recent drugs of 

abuse assay, we were able to clear it very quickly.  We were able to complete our review 
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and be done, so that this was authorized to be marketed and sold in the United States in 

really less than a month. I highlight this as an example of we can be very efficient with 

things that, if things are laid out in a way that we expect and the data ultimately does 

support this is a device that works well and is ready to go on the market. 

So again, I wanted to highlight this as an example of things that, options 

that are available right now, and things that we hope that we would be able to partner 

with sponsors, so that -- I think drugs of abuse, especially screening assays, and even oral 

fluid collection devices, even though we see fewer of them, I think we still could work to 

where those devices could be reviewed through this triage program, that again allows us 

to move much more quickly. 

From that, I wanted to also pivot, because I want to acknowledge that 

sometimes these reviews do take longer, and sometimes we're honestly looking at new 

things that we maybe not have seen before. So I wanted to pivot from here to then talk 

about options where maybe we can leverage some ideas that have been used for other 

device types and see if we can expedite review of devices that may have features that 

need to evolve and change. 

This example that I wanted to highlight is -- again, it's been used for other 

device types -- it's called the change protocol.  And I wanted to highlight here that 

typically for a 510(k), we review the totality of the evidence that's provided, and we clear 

that device. And the idea is that that device would not change.  Especially the critical 

design components of that device really wouldn't change unless -- and if it did, the idea in 

general is that they would need to come back to the agency for a new 510(k) review, or 

you'd start that review over, obviously if you could leverage some previous data you 
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generated, you'd want to do that. But it does mean that if you make significant changes, 

we really would expect to see a new 510(k). 

But here's an example where we call this change protocol, and I've added 

this, again, this is a screenshot from our website -- if you look at that you can find, and 

I'll talk more about decision summaries there -- I talk about them a lot, hopefully the 

regulars don't get too tired of it.  But I wanted to highlight here in the conclusion here 

really lays out that FDA worked with the sponsor to identify a change protocol.  

This is an antimicrobial susceptibility test where it was recognized that the 

needs for this type of test may change.  They may need to make changes to this device to 

really respond to an evolving public health need. We worked with the sponsor to identify 

a protocol by which we do more work up front in the original review, but we review both 

the device, as it's designed, and also we talk about, okay, we can see there could be a 

need to change this device.  Let's talk about how, get really into the weeds, of how that 

change could be validated.  How could we make sure, one, we know exactly what 

changes we're talking about, and it's clear both to the sponsor and FDA exactly what 

these changes are that could happen?  And also how we would validate them.  What are 

the protocols, what is the acceptance criteria, what are data that you're going to look at to 

make sure these changes are appropriate? 

Once that's done, in these examples, and I'm going to emphasize here, 

what that does, it allows you to once this 510(k) was cleared, they can then go back to the 

change protocol and as the public health needs change, they can go change that device 

according to the protocol and they do not have to come back to the agency for a new 

510(k).  They do not have to come back for a premarket submission.  They follow this 

protocol, and again, all that work is done at the front end and then that payout is really 
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later, that as you need to make changes, everyone has agreed to this plan where before 

this paradigm, anytime you made a significant change you'd really need to go to start at 

square one.  Submit a new premarket submission to the agency. But now you don't have 

to do that.  There is this agreement that's part of the device that we cleared that creates a 

pathway for these changes to be made. 

So I want to explore is can we leverage this type of idea for the drugs of 

abuse assays that we have?  And that we could have, and frankly, that we're going to 

need? I want to next talk about if we were to develop some of these change protocols, 

what could inform them?  How could we know what we would need to do to develop a 

protocol by which you could make some device changes to a screening assay or a 

collection device and have that kind of front-loaded so that you have a clearance for a 

premarket submission that ultimately you had a plan in place for. 

Again, I know exactly the changes I'm thinking of making, and I know 

exactly how to validate those changes, and if and when that time comes, that work's 

already been done and I can just do that work, and I've already talked to the agency about 

how this would be done and I don't have to talk to them again before, or I can really 

expedite that conversation, before I'd ever make that change. 

If you could go to the next slide, I wanted to maybe talk to some of the 

resources that we have available to device manufacturers for developing those protocols.  

Again, I've talked several times about our website. Hopefully, I'm not too proud of it. 

But the 510(k) database is a great way to familiarize yourself with what FDA looks for in 

510(k) reviews, especially of drugs of abuse assays.  And also, the oral fluid collection 

devices that we have. 
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As mentioned, we have not as many oral fluid collection devices as we do 

the drug screening assays, but we still have, there are still examples you can look at. And 

if you go to this database you can find all of the devices that we have cleared, and as we'll 

get to in the next slide, a summary of everything FDA looked at and considered when we 

cleared this device.  

This doesn't actually get into the data, but if you go to our website, you'll 

see this, you'll find things like this.  It'll say 510(k) substantial equivalence determination 

decision summary, assay only -- there's some boilerplate language.  But it will list for 

every assay that we clear, it'll give a summary of the testing that was used to support it, 

and the reason I highlight that here in terms of what could inform a change protocol is 

that the testing that we typically look at for a drugs of abuse assay is very similar from 

analyte to analyte, and from cutoff to cutoff. 

There are obviously, the concentrations you're testing would be different, 

the analyte is obviously different, but in terms of how you design a precision study, how 

you design an interference study, how you design for an over-the-counter device, a lay 

user study -- all of those are very, very similar across drugs of abuse assays.  So if you 

look at a few of these you'll notice some commonalities that really highlight the types of 

information that we look for for these drugs of abuse assays. 

And also if you look at the oral fluid collection devices, you will also 

notice some similarities. The things that we look for.  The testing, obviously, is analyte-

specific, but the protocols are significantly more general, and one of the things I want to 

explore and I think are worth exploring are can we generalize some of these protocols 

such that when we have needs for new cutoffs or new analytes, could we then take a 
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general template and then come up with -- is there a way to make a plan for getting to a 

place where we identify the testing that we need to onboard those new pieces? 

Another place that I wanted to highlight, and there are publicly available 

presentations that actually I gave last year, as well as a good colleague of mine, Dr. Lias, 

who several years ago spoke, and these can also inform.  Again, these can outline the 

types of testing that we look for in clearing drugs of abuse assays in urine and oral fluid. 

And hopefully we want to continue engaging the public, but also these are publicly 

available presentations that you can really look at and get a feel for these are the types of 

things that FDA is looking for in their review. 

The next thing I wanted to highlight, in what I've seen, one of the very 

challenging aspects especially of making changes, is trying to establish that you have the 

right analyte and the right cutoff for that analyte. And that is admittedly the one thing 

that you won't find that -- it's much harder to find that in those 510(k) summaries of those 

public guidance documents that I mentioned.  But there is the opportunity to really 

partner with our colleagues at SAMHSA as they develop these drug testing guidelines, I 

think those testing guidelines can really help us understand how to identify cutoffs and 

analytes that, in our language, are clinically relevant. I realize that's -- but ultimately, 

how are they related to analytes that we need to identify and analytes that are correlated 

with recent drug use? 

So again, I want to highlight, it's not just pointing at FDA resources, but I 

think there are external resources that I think our SAMHSA partners have done a great 

job and are working on plans to develop those, and I think that could really help inform 

how we are identifying, again, could we put together a protocol or a change protocol that 

would allow us to maybe do more work on the front end of a premarket review, but to 
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identify here are the drugs, here are how we're going to identify if there are new analytes 

that maybe we haven't seen before, but there is a way we can, a plan in place, for really 

supporting that these are the important analytes to measure and these are the important 

concentrations at which we really are going to need to measure them. 

The final thing I wanted to mention here is the mechanism that we try to 

provide for sponsors or device manufacturers to talk to us, and that's called the Q-

submission program.  And it really is just a place for sponsors to ask questions and get 

FDA feedback and really to talk about, in this case, and I think it's a great opportunity to 

really start some conversations about how -- I've talked at a high level -- how could we 

really get to the specifics of what any type of plan could look like? 

For a device manufacturer, if you looked at what was presented today and 

said I'm interested in trying to explore a way that this could be, that we could onboard 

these tests more quickly, that we could expedite these processes, that we could, as I've 

described here, try to front-end some of this work.  But if you have, whatever ideas you 

have about expediting these processes, because again we try to apply those least 

burdensome principles.  We want to make sure that we're not asking for more than we 

need, while still also getting no more, but always getting at least the data that we do need.  

And we want to hear your proposals for how we could do that. 

I think the examples we have from other device types provide a good 

roadmap for developing some of these protocols, and then I think we would love to hear 

from manufacturers and device developers who said I have an idea -- I have drafted a 

protocol and I have some ideas about how we could apply this and submit as part of a 

premarket submission.  We want to hear that and work with you in getting out of those 

generalities, but really getting to where we're finally talking about a specific device that 
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ultimately could be marketed and finally a specific device that would really meet some of 

the needs that I think the programs here have. 

We'd like to get to a place where we were flexible enough to meet all of 

the needs that do evolve, and still getting all of the information an ensuring that really 

these devices are safe and effective and substantially equivalent.  And just keeping the 

bar, as I said, this program, as Ron mentioned, it's been a really successful program and 

we want to obviously maintain that quality. How can we do that by FDA asking the least 

number of questions? 

That's the balance we want to hit, and finally I just want to end by saying 

we want to hear from you.  We're always looking for feedback. We want to know what 

you consider to be, especially if you've had experience with FDA and premarket 

submissions, we'd love to hear about lessons learned, things that we can take back and 

really improve our processes, and again, maintain a least burdensome approach. 

With that I will close.  I'm happy to take any questions from the board, and 

thank you very much for your time. Again, it's an evolving process, and I look forward 

to working with you all as well as device manufacturers to really improve our processes 

and meet the needs that we have. 

MS. DAVIS: Thank you so much, Joey, for coming to the board and 

presenting the information, and for opening the discussion to everybody.  I want to 

remind everybody that Joey's presentation, as well as all the presentations, once they're 

made 508 compliant, will be available on the DTAB website shortly after the meeting. 

Do any board members have any questions for Joey?  Hearing none, I 

think you may hear some from other manufacturers in the future.  Thanks again, I 

appreciate it. 
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Up next, we have Faye Caldwell, who has a really interesting presentation 

about the changing trends in drug testing.  Welcome, Faye. 

Agenda Item: Changing Trends in Drug Testing 

MS. CALDWELL: Thank you.  Thank you, Lisa. Let's dive in.  I am a 

former DTAB member.  Ron Flegel and the team was kind enough to have me on for a 

number of years, and I also, like some of the others' fine presentations that you've heard 

from today, participated in the Comprehensive Review in 2022.  And out of that, and I 

was on several of the working groups, of where are we going? We've had an excellent --

what the start was and the amazing work done to bring the program to where it's at. 

But Ron Flegel and I have been sort of discussing of what changes.  And 

we saw Ron's presentation, and you're going to hear me echo some of those. But I really 

started in late 2022 and 2023, I represent laboratories, employers, really every -- in the 

workplace space -- every type of participant in the drug testing industry.  So I started a 

discussion because when it talks about society, it's not necessarily statistical, and 

obviously it's not a lot of what I even necessarily agree with, but what are the concerns?  

What are they saying, and how is that changing workplace drug testing? 

With that, next slide.  Yes, my insurance company makes me say it, we 

can move on. This is not legal advice. 

But the questions that have come are where have we been?  And I'm going 

to cover that really quickly because we've had so much excellent information on where 

we've been. Where are we going?  Do we have trends that can be identified? And then 

really what is the landscape for employers/drug testing service agents look like the next 5 

to 15 years? 
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I'm going to tell you what I've gathered.  We could be right, we could be 

wrong, but it's certainly something to start thinking about and what it is. 

This is my slide on sort of where we've been. Historical illegal drug usage 

is the foundation of all workforce drug-testing programs.  In the past, and even currently 

today, the presence of illegal drug in urine, oral fluid, or hair has been sufficient to 

remove from employment, even if the use was historical and regardless of the fitness for 

duty on a given day.  And that was Ron mentioned the idea is are we moving from a 

historical point of view to a fitness-for-duty.  Deterrent versus fitness-for-duty.  I'll leave 

that to people who are smarter than I, but it's certainly a topic that is now coming up, and 

this is where we've been, and we're starting to see some changes and some issues arising 

that call this into question.  Not necessarily from a science point of view, but in some 

ways from a societal point of view, and that always is reflected in the laws.  Local laws. 

Townships, municipalities, state laws.  And that's often where you see the first issues. 

I'm going to first identify the issues I was able to identify that were fueling 

the change on approaches to the drug testing in the workforce.  Changing view of 

traditional drugs of abuse, which I find fascinating having been in the safety realm for 

decades, let's just say. But the public perception of illegal drugs is changing.  Cannabis 

obviously being our bellwether and one of the markers that in 2022, 68 percent of 

Americans believe cannabis should be legal.  Versus two to three decades ago, 25 

percent. A massive change on a drug that is still federally illegal. 

Another issue, increasing view that the 1970s, quote, war on drugs, 

unquote, was a failed approach.  I along with Dr. DuPont agree that I don't like the 

phrase.  But that is what people use. They view it -- again, I didn't disagree with anything 
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Dr. DuPont said, but the public perception is that 83 percent of Americans say that the 

war on drugs has failed.  

What are the reasons given?  Didn't decrease drug use or availability of 

illegal drugs.  Largely result in social inequities.  Overcrowding of prisons for low-level 

nonviolent drug possession offenses. And a huge recidivism.  So people have now 

historically said, you know, not so good.  Whether it was or wasn't.  That's a factor that's 

feeding into the changes that we're seeing particularly at the state and local levels. 

In the workforce, decreased availability of labor is changing drug testing 

programs.  I'm really here not talking about federally regulated testing.  We know that's 

going to go forward.  But what is happening in the vast bulk of the population that doesn't 

have federally mandated drug testing? Well, employers are struggling to find and retain 

employees.  What is this caused by?  We can all argue about that or have opinions --

demographic shifts, aging population.  But everyone pretty well agrees that this is going 

to last a significant period of time, and it is altering our drug testing programs.  I might 

call it safety programs, but you get my drift. 

Another factor, remote workers.  This is coming out of the pandemic.  It 

was a trend that was going on before we ever got there, but it certainly was accelerated. 

How do you run a drug testing program and suddenly everyone isn't at a central worksite?  

Fifty-eight percent of respondents in some polls reported opportunity to work remotely at 

least part of the time, many are fully reporting. How do you handle that, how do you 

handle all the sorts of things we do, both pre-employment, when they could be anywhere 

in the country and not a central spot?  How that works? And we've done some of this in 

the past, but I've seen in the last year some real movement coming out of the pandemic of 

issues that are fueling change. 
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The pandemic itself.  Remote work, and innovation in the delivery of the 

services of drug testing services.  And we're going to talk about those.  The rise of virtual 

or proctored collections, particularly in oral fluid, with the rise of nonregulated POCT 

oral fluid screening devices. What does that do? That changes a lot of the service agents, 

a lot of the employer’s stance of how that's going.  And these items are going into action 

today. 

The opioid epidemic.  This one for me was fairly interesting.  We now 

have a belief, for a portion of the population, that prescription medications are not 

automatically safe. We're seeing contrasting and comparing federally illegal cannabis 

with opioid use disorder. When the government declared an opioid crisis, one of the 

quick answers was in certain states that had medical cannabis to have opioid use disorder 

designated as a qualifying condition for medical cannabis.  I think there's eight or nine 

states that do that, but I've given you New Jersey and Pennsylvania.  And this is a quiet 

one, but it's to handle a legally prescribed problem, frankly, with a federally illegal 

cannabis. It really reflects a change of attitude that's going on. And those are the ones 

that I was able to identify, sort of overarching, when I talked to people of what they 

thought was fueling change. 

Where do the shifts occur?  Most of my speech is not going to be about 

federally regulated testing.  Ron covered this really well on the idea of it's often last to 

change.  There's a lot of speed; nimbleness is not the fastest thing.  Employers of safety-

sensitive workforces are reluctant to change.  Yes, Ron, you are right, there is no 

definition of a safety-sensitive workforce.  Some states don't define it at all, some leave it 

up to the employers, and some define it.  There is no standard of what safety-sensitive is 

under state law.  Another challenge for all of us. 
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But they often don't change.  Oil and gas workers -- I happen to be in 

Texas -- and they don't change quickly.  They have a different paradigm going on.  So 

where is change happening the fastest? Nonregulated, non-federally regulated I should 

put it. Non-safety-sensitive workforces frequently offer more flexibility, and the 

employers are experimenting with changes. Will this go on and affect the other 

categories, safety-sensitive workers, the federally regulated? Maybe, maybe not.  But it 

is a trend that's worth examining when we look at the Comprehensive Review, to kind of 

look at where we're going.  Many of the things that Ron had on his list of things, 

questions to be answered, it's useful to gather data of what we see in the nonfederal 

workforce, and what's happening out there. 

So here's what's happening. Where historically the previous criteria has 

been illegality, and it is generally that today, but no longer 100 percent.  The recent 

changes in a lot of state laws, and I'm really at this moment mostly focusing on cannabis, 

and we'll get to cannabis, reflect the opinion that the previous criteria, i.e. illegal use, may 

have been overinclusive and not targeted enough to determine whether there's really a 

safety risk.  

And this really goes to fitness for duty -- is someone fit to work today, and 

do we have a way to measure that?  And that's of course a scientific challenge.  The 

answer may be no, but I can tell you society is asking that question, of is it a fitness for 

duty, is it a deterrent program?  

These are all questions.  There is a new focus on impairment.  You can 

look at California, New York, New Jersey, Washington State, and these are all focusing 

on not allowing traditional drug testing, focusing on illegality or historically illegal use, 

to remove people from the workforce.  And again, we're really talking cannabis here.  So 
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don't misunderstand me, we're seeing it somewhat in a little bit of some of the other 

things we're going to talk about, but this is really the bellwether. 

And this is tremendously unfocused.  It is not comprehensive.  In other 

words, every state does it differently.  California is going to restrict what type of action 

you can take based on what testing protocol you do.  New York, on cannabis, under most 

of it you just can't test at all.  It all varies. 

Let's look at some evidence, and I'm going to point out what I gathered in 

talking to people, and then we're going to get to how this might affect the workforces.  So 

with the next slide, let's dive in. 

First off, there is clearly a pivot in the states of pivoting away from zero 

tolerance. And I'm really talking criminal laws here. I'm not talking workforce.  Just so 

people understand, that's not legalization.  And we're going to look at an example of this.  

And it's not decriminalization.  But it generally, as an overarching, will eliminate or 

reduce penalties for personal, noncommercial possession of small amounts of controlled 

substances. 

What does it do? It eliminates generally incarceration and provides for 

treatment, monetary penalties instead of jail or prison time. Remember back to the failed 

war on drugs, and that was one of the complaints, that it resulted in overcrowding of 

prisons and jails.  You're starting to see them push back from that and seeing if that 

happens. 

Let's take an example.  Let's look at the next slide.  This is Oregon in 

2020. There are other states that are doing this, and many municipalities are doing it.  It 

reduces penalties for very small quantities of controlled substances, and by the way, this 
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one now includes heroin, cocaine, methamphetamines.  Very, very different from the 

cannabis.  And instead establish a drug treatment and recovery program. 

Now, is it still a crime? It is, but it's now a misdemeanor.  It changes the 

maximum penalties. It's not legalization, though, or decriminalization.  There's a lot of 

restrictions on it, and only time will tell how beneficial it is, how recidivism will change.  

We're not that far into it. They're still in large part setting up the programs and doing 

this. But it is an indication of where societal movement is going.  Is it nationwide? It is 

not.  

At this stage, in some of these issues, we're looking for tea leaves, and 

we're going to have to watch over time how this goes, and see how it affects it. 

What's something else?  Let's go to the next slide.  What are the other 

evidence?  Let's go back to impairment. First off, as I mentioned, there is no agreement 

on what impairment is.  And just so we're clear, no current workforce drug test provides 

reliable information on impairment.  I'm leaving apart alcohol, and even that might be 

called a per se limit rather than an impairment standard. 

What are people interested in?  What do employers want?  Are they fit to 

work today?  So there's an increased focus on recent use.  Narrowing the window of 

detection.  How do we see that play out?  California, as I already mentioned, on January 

1, 2024, if an employer wants to take action, if it goes into effect as currently written, it 

really comes down to oral fluid.  In other words, you have to test for active drug, not 

metabolites.  The current workforce, in hair and urine, tests for metabolites.  And this is 

only cannabis now, it's not other drugs. Just cannabis. 

Washington State has implemented something similar but different and 

restricts it to preemployment and has a lot of safety-sensitive exceptions.  California, just 
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so you're clear, has basically almost no safety-sensitive exceptions other than the building 

and construction trades. So it really changes. We're seeing it a lot of places.  That's why 

the rationale for why in New York State, they don't even allow testing for cannabis other 

than in some very discrete -- and of course, I'm not referring to federal testing.  Federally 

regulated testing continues unabated.  

But for non-federally regulated testing, this is a really a change, and what 

is impairment?  There is no standard, you can get some, but what happens in New Jersey 

is very different than how it happens in New York.  But they're all trying -- the 

legislatures and the societal effect to grapple with this question.  In the drug-testing 

workforce space, it's going to have to be dealt with.  

Let's go to the next one.  What other evidence are we seeing? Let's stay 

with impairment, sorry.  Here's the difficulty.  You can't do it.  I walk with this every day, 

and have employers call me every day, going can I tell about impairment? You're going 

to have to do some things.  You're going to have to have what is -- on-the-job.  Pre-

employment, I can tell you, you really can't tell impairment.  There's not much space for 

that. 

We're also seeing increased research on Schedule I drugs.  And again, this 

is the illegal drugs may not be so bad emerging opinion.  So there is recognition of 

potential medical use of illegal drugs.  Ketamine. Microdosing.  Taking 5 to 10 percent 

of a dose of a psychedelic that arguably doesn't produce a hallucinogenic effect that may 

have medical benefits. 

Now, I should put this; there are apparently some bridge too far.  I've 

heard no discussion of this approach for things like cocaine, methamphetamine, PCP.  
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But on the rise of Adderall prescriptions for focus, for -- which is not an illegal drug --

but things like with cannabis being where really some of it starts. 

Let's look at the next slide and we'll get an example of this. Psilocybin, 

psychoactive, hallucinogens.  They do cause altered states of consciousness.  LSD, 

psilocybin, peyote, and MDMA.  Now, many of these we don't test for in workplace, 

traditionally.  But they are impairing, and we're seeing some societal effects about that.  

So let's go to the next slide and look at psilocybin. 

It is a Schedule I drug under federal law.  No recognized medical purpose. 

But in 2018, the researchers at Johns Hopkins suggested reclassification to Schedule IV 

for research purposes, due to potential medical benefits.  Some people don't like, when 

you go back to the 1970s and the approach was it didn't allow any research on Schedule I 

drugs, and they're relooking at that.  So we currently have numerous states that have 

moved to deprioritize, reduce penalties, for psilocybin. 

These would include Denver, Colorado, Oregon,  Colorado as a state.  

And we're seeing more and more.  In this year's legislative session, we've already seen a 

lot of the move to allow it.  And in some states it's decriminalized.  And certainly, it's 

deprioritized. 

Now, what do I mean by deprioritize?  It means that law enforcement is 

told basically don't spend your money -- this is at a local level and state level -- chasing 

this crime. We are not going to allocate funds to have you prosecute, arrest for personal 

use of psilocybin.  By the way, this is what's also happening for cannabis at a federal 

level, that there's no funds to enforce federal ones where medical cannabis is allowed. 
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Let's go to our favorite. Let's go to the one that really started this.  

Cannabis.  I'm now calling this the American cannabis experiment.  When I speak 

overseas, I have to tell you, they all go really?  That's what you're doing? 

First off, for this whole discussion, it's the bellwether and has driven 

change to look at a lot of other de-prioritization or decriminalization. It's a bellwether for 

almost my entire discussion.  One of the questions I get asked: will legalization of 

cannabis, will that make it all easy in the workforce?  It will not. The individual 

employment protections or lack of employment protections will continue to be -- my 

prediction -- governed by states, because that’s who handles generally, employment 

concerns.  Just as the DOT doesn't talk about -- they talk about what happens in removing 

from safety-sensitive, but they don't really talk anything about whether someone has to 

keep them hired or not.  They have a process and a path back to working. 

In the states, employee protection for off-duty cannabis usage is 

increasing.  That means what they call it -- this is under state and local law, obviously 

federally illegal -- that it is legal off-duty usage, i.e., not coming to work and using for 

cannabis, and not coming to work impaired or under the influence, whatever that 

definition is. If that is allowed, employment protection, either by voter initiative or by 

legislatures, is increasing. 

This is happening, and we're going to look a little bit at what that looks 

like in states.  I want to point out the other side.  Safety.  Some studies have shown an 

increase in car accidents.  Cannabis is obviously impairing.  But there is this balance, for 

all the reasons that I've been able to identify, that despite the clear safety issues, it is 

changing. 
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Let's go to the next slide and just state the obvious for all of this group. It 

is still a schedule I drug under federal law.  And just, as I always say, state recreational 

marijuana, medical marijuana, and hemp laws are not legitimate medical explanations for 

U.S. DOT drug testing for a positive THC result, and I believe they're not either for the 

federal program as well.  So nothing has changed.  But of course, as Ron asked the 

question, what happens if it's de-scheduled? I'll leave that to others. 

Let's look at some of the trends on the next slide. Positivity rates are 

increasing in states with recreational cannabis.  And the percentage of drug panels, 

workplace, including cannabis are decreasing. 

I have some hot-off-the-press data, thanks to Quest Diagnostics.  They 

were kind enough to let me use their drug testing index data on cannabis to talk about it.  

Just so we're clear for those who don't know, this is nonregulated, urine, general 

workforce.  Trying to just eliminate as best we can.  And these are the positivity rates, 

overall, states that have it legal, states that don't have it legal.  So from 2013 to 2022, 

we're seeing it over doubled.  Given the fact that not even half the states yet have 

recreational cannabis, that's pretty big.  

But look at what's happened in 2015, in seven years: 99.6 percent of all 

workforce drug testing panels included cannabis.  We're now down to 80 percent, and 

we're going to talk a little bit and dive into that. 

This is one that includes marijuana by state status. In recreational states, if 

you look to the left, 2015 99.5.  In 2022, it was 73.5, for states that have legalized off-

duty recreational cannabis. 

Medical states, down to 84.6.  And the one, they don't have either, it's 

85.5.  Really you're going to see medical states and other states, at least if these numbers 
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don't change much, it's when a state goes recreational that get to that 80 percent.  So it 

really does get removed and employers don't want to do with it. 

This is my, I say sarcastically, my favorite state. In 2021, New York State 

legalized recreational marijuana and put in very strict employment protections, to the 

state Department of Labor, in September, 2021, said that other than some very restrictive 

exceptions, you're not going to have it very often.  You cannot test for it.  You'll note that 

in 2020 it was 3.2 and now it's 7.6.  The highlighting is when the state went recreational 

and legalized it.  Not when it was necessarily available. 

And we are down to 52.8 percent in the year 2022 had it in the panel.  I 

must confess that I'm surprised that it's that high, because it shouldn't be that high. It 

means people are testing for it depart what the state tells them to do.  And we'll be very 

curious to see what 2023 does.  But I predict that it will continue to decline, and it may 

not even be all that valid when we get to this number, because it may not be statistically 

significant.  It depends how many tests there are. 

Another topic is happening.  Let's go to the next -- what I'm going to call 

mature states.  Mature states are those that have long-term recreational marijuana.  Let's 

go to the first. 

Colorado, highlighted, it was legalized in 2012, and you can see that it was 

2.3 percent, and it climbed.  Once they had dispensaries out, once you could buy it retail, 

it climbed -- at one stage in 2020 to 4.0.  It is now 3.9.  It appears from 2019 to 2022 that 

the positivity rate has leveled off.  Now, do I know that -- there may not be as much 

testing done, because we're also down to 78.9 percent, so is that a factor?  Yes.  But we 

have started to see, and we'll see whether it continues, and we're going to look at a couple 

states -- does it go up, and does it level off? 
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Let's go to the next one and look at Washington, the other state that 

legalized in 2012. I can tell you the same thing.  It went up to 5.5, that's horrendous, but 

it's that high.  And it's still 4.6.  I will tell you during this entire period in Washington 

state there are no employment projections for Washington state.  That has now changed 

in 2024.  But, yes, it was declined to 82 percent, but it seems to have leveled off.  And by 

and large, employers through 2022 have not removed it from the panels much, as many 

as many states.  So that's food for thought.  I'm going to want to watch a few more years 

to see if this really happens. But in the workforce, in the companies that test and those 

that have drug-testing programs, it seems to have leveled off. 

Let's look at the next one, the enormous California.  Again, 2020 seems to 

have also leveled off -- but at a high number.  I'm not in any way encouraged in this.  

And it's down.  So you're going to see that it really will be interesting to watch over time 

as there is a saturation of the market.  I don't know. I have my own opinions about it, but 

I guess I'll wait for the data every year and see what happens. 

Our last one is Nevada, and Nevada you know is one of the most difficult 

states. Nevada in 2016 legalized and it became available.  They took a huge jump, and it 

still is a huge jump.  Has it leveled off? I don't know.  But I wanted to point out that 

they're not testing much.  There's a whole bunch of employment restrictions for pre-

employment in Nevada.  There is no employment protection for current employees in 

Nevada.  But it's interesting to watch. 

And I'll give you just another example.  Let's look at Illinois.  Relatively 

new, 2019, and it still looks like it’s growing.  But it also looks like it's declining.  They 

also traditionally did not have any employment protections, so they're now putting them 
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in. When I talk to Illinois employers, I'm hearing a lot about labor forces and not having 

availability of a labor force.  So we'll see how that goes and where that plays in. 

And then lastly, let's go to the next slide.  New Jersey, and they just went, 

and it looks like they're still climbing.  Some of you know about the employment 

protections in New Jersey are the WIRE, workplace impairment recognition expert.  

Very, very difficult to implement, and they're down to under 70 percent that have the 

panels included.  I don't think they're the height, but they're doing it. 

So you can see the numbers are really quite nuanced and every state is 

quite different on our experiment of cannabis legalization.  We'll give you some numbers.  

This the numbers -- 38 states, DC, 4 U.S. territories, are medical marijuana.  Twenty-

three states, territories, have passed recreational in some form, please understand, and of 

those recreational, 15 of those have passed since 2018. 

Let's go to the next one, it's just a listing of the states.  Those that are 

bolded are recent, 2022 and 2023, for medical.  Those are the 38 states with the year. 

Let's go to the next one, and that's the recreational, and we have had three more states go 

since late 2022 and this year and this legislative session, Delaware went. 

That's our evidence that we have that things are changing that I was able 

to see. 

Let's go to the next one, and we're going to end up with the recent 

developments.  Growing employment protections at a state level.  Self-certification for 

medical cannabis. I don't like it, it's not big -- it's in DC.  They couldn't pass recreational 

and make it stick because of budgetary issues, so now you can self-certify, effectively 

making the District of Columbia a recreational state. 
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And the controversy about delta-8 and delta-9, that's the unintended 

consequences of the Farm Bill that Ron talked about.  No one ever thought delta-8 would 

be a thing, and I think we're going to hear about that in a little bit from Dr. Cone, but it's a 

thing, let me say it that way. It is legal, at least in the Ninth Circuit, which is in the 

western part of the United States.  The Ninth Circuit has ruled that delta-8 is legal.  

Whether it's legal everywhere else is a very complicated legal topic. 

Let's go to the next one.  Let's talk about the future landscape and let's talk 

about things I invite all of you to think about, of what this might impact and what I'm 

hearing. We're seeing shifts in specimen types and panels.  Are people going to move --

this is nonregulated, now -- oral fluid, because of cannabis, and they want to include it 

even though it's a very short detection window?  Are there even going to have drug 

testing at all?  When I talk to TPAs and they are in states where they can't test for 

cannabis, some of them are saying I can't hire anyone, should I have a drug-testing 

program at all? That is a factor that is happening.  

Collection is massively changing.  How will our collectors look in five 

years with virtual oral fluid collection?  How would that look?  Proctored.  POCT means 

labs aren't screening.  MROs aren't reviewing.  In the workforce, and I'm going to call it 

the business of drug testing, because in addition to illegal drugs being a business, so is the 

drug-testing service industry.  how will that change?  And we're seeing some impact on 

that as people remove cannabis from the program, from their drug-testing program, not 

the federal program.  Their drug-testing program.  What does that change? 

Those are lots of positives that don't go to confirmations.  Those are 

MROs that aren't getting the chance to check and see whether it's done.  What does that 
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do?  Is there a decreased need for MRO review as drugs come out of panels, or perhaps 

other drugs should go in the panels. 

I am seeing a big increase in the use of SAPs and substance use disorder 

people.  Again, last-chance agreements in the employment world are a big thing right 

now.  Even if people test positive, they want to rehabilitate them, they want to put them 

back in the workforce. 

So these are things I invite all of us to have a discussion about, how we 

want to meet these challenges, how we want to do these trends.  Are these trends going to 

continue?  So with that, I'm going to leave you as food for thought, thank you for having 

me.  And of course if there's questions from the DTAB board, I'd be happy to answer 

them.  Thank you so much for having me. 

MS. DAVIS: Thank you very much, Faye.  Really interesting information.  

Are there any questions for Faye from the board? 

(No response.) 

All right.  Thanks for also teeing up Dr. Cone.  Dr. Ed Cone is going to do 

a presentation on some preliminary findings comparing the pharmacokinetics and 

pharmacodynamics of delta-8-THC to delta-9-THC in human volunteers. 

Agenda Item:  Presentation: Preliminary Findings Comparing the 

Pharmacokinetics and Pharmacodynamics of Delta-8-THC to Delta-9-THC in 

Human Volunteers 

DR. CONE: Good afternoon.  I'm Ed Cone, and I'm going to talk about 

one of our ongoing studies at Johns Hopkins School of Medicine. I'd also like to 

recognize the key scientists at Hopkins who are responsible for making things happen, 

Dr. Austin Zamarripa, Dr. Tory Spindle, and Dr. Ryan Vandrey. 
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I'll briefly cover some background on delta-8-THC and then show you 

some preliminary data. Note that I'm calling the data preliminary because the study is 

ongoing and the trends we think we see presently, may change. 

So, how did we get to where we are with delta-8?  Delta-8 is a natural 

constituent of cannabis, but it is present in very small amounts, making it difficult and 

expensive to extract usable amounts.  However, things changed as a result of the 2018 

Farm Bill, which legalized the production and sale of hemp products. You can extract 

substantial quantities of cannabidiol or CBD from hemp.  With the production of hemp, 

thousands of CBD products have appeared on the market with multiple unsubstantiated 

health claims.  Eventually, there was a glut of CBD available.  But it was quickly learned 

that CBD can easily be converted to delta-8- and delta-9-THC. 

Delta-8-THC products have proliferated across the country.  It is found 

predominantly in vape cartridges and oral formulations as gummies.  And now delta-8-

THC is widely considered as legal for sale and use. 

We knew that delta-8-THC was widely available, but how many people 

were using it?  SAMHSA, in a collaborative effort with RTI, CRL Laboratories, and 

Johns Hopkins, conducted a study of federally regulated workplace urine specimens in 

the second half of 2022.  A total of 1,504 urine specimens that initially screened positive 

for cannabinoids by DRI immunoassay with a 50 nanogram cutoff were selected for 

further testing for cannabinoids. 

The aliquot used for the initial test was saved, deidentified, and analyzed 

by LC-MS/MS for 16 cannabinoids including the acid metabolites of delta-8- and delta-9-

THC.  Those metabolites are identified on the slide as delta-8-THC-COOH, the acid part, 

and it's also known as delta-8-THCA.  And the same for delta-9. A total of 1,267 
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specimens were positive for delta-8 carboxy acid and/or delta-9 carboxy acid.  But 9.7 

percent were 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, and that 

number is likely to get much bigger in the near future. 

Moving to the Johns Hopkin study, we used healthy adult volunteers with 

a target goal of 20 completers.  We compared delta-8 to delta-9-THC, and placebo.  We 

wanted to study administration by the oral and vaped routes. To do this we separated the 

study into two groups, oral and vaped.  Once a participant completes one group, they are 

invited to participate in the other group, but participation is not mandatory.  Drug doses 

for both groups are 10, 20, and 40 milligrams of delta-8-THC, 20 milligrams for delta-9-

THC, and of course placebo. These doses are administered in random order. 

Each drug session is followed by a week washout period, so to complete 

both groups it takes 10 weeks.  Laboratory assessments and biological specimens are 

collected repeatedly, with the primary aim of collecting impairment and intoxication 

measures and also conducting drug testing. 

For our drug testing assessments, we collect whole blood, oral fluid, urine, 

and hair.  We collect vital signs, and we use the digital symbol substitution test, the 

DSST, to measure psychomotor ability and memory impairment. We also collect 

subjective measures like feel drug with a visual analogue scale.  Two other psychomotor 

measures of memory are the paced auditory serial addition test or the PASAT, and the 

divided attention test, the DAT.  So you'll be seeing some of those data. 

For oral administration, we add the cannabis products to brownies, and for 

vaporization we use the Mighty Medic. 
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So initially, I'll discuss some of the pharmacodynamic measures we've 

collected.  Pharmacodynamics meaning what the drug does to the body. 

These are subjective measures of high using a visual analogue scale.  The 

y-axis is the visual analogue score and the x-axis is the dose.  The left panel is oral 

administration, and the right is vaped. Note that these data represent 11 completers for 

the oral study and 9 for the vaped.  These number of completers will remain the same for 

all of the pharmacodynamic measures shown. For the oral study, note that the white bar 

is placebo, the gray bars are 10, 20, and 40 milligrams of delta-8-THC, and the red bar is 

delta-9. The delta-8 oral data are very orderly and seem to be very dose-dependent. In 

contrast, the delta-8 data by the vaped route are not orderly and dose-dependent.  

And I think the key takeaway from this slide is that 40 milligrams of delta-

8-THC by the oral route is almost equivalent to 20 milligrams of delta-9-THC.  However, 

by the vaped route it seems that participants are titrating their intake, and presumably 

inhaling enough to get high regardless of dose. 

This is kind of redundant.  This is a visual analogue subjective measure of 

pleasant, and we see the same patterns as we saw for high in the previous slide.  Dose 

response for oral delta-8, but none for vaped.  Oral 40 milligram delta-8 is slightly less 

than one-half as potent as 20 milligrams of delta-9. 

This slide shows a lack of confidence to drive, as evidenced by the 

negative scores.  And the responses are quite robust at the higher doses.  And again we 

see the same pattern of a dose response for oral and none for vaped. 

In terms of impairment and psychomotor ability and working memory, 

here are the main DSST scores. We see an increasement in impairment, which translates 
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to decrease in correct scores for delta-8 at the 40 milligram dose. But still not quite as 

potent as 20 milligrams of delta-9.  We see the same mixed bag of results for vaped. 

This slide shows the PASAT scores, which measures working memory 

and higher order cognition.  Again, you can note the decrease in correct scores for oral 

delta-8 across doses, with 40 milligrams being slightly less potent than 20.  We see the 

same disorderly responses in the vape situation. 

Moving on to the pharmacokinetic measures or what the body does to the 

drug in terms of disposition, metabolism, and excretion, we'll have some slides of some 

of the preliminary data. Here's the profile of delta-8-THC compared to delta-9 in whole 

blood. Oral administration is shown in the first two panels, and vaped is shown in the 

third and fourth panels.  The concentration of THC is shown on the y-axis and time after 

drug administration on the x-axis.  The first thing to note is that time to peak blood 

concentration is rather slow for delta-8 and delta-9 by the oral route compared to the 

vaped route. Time to peak after oral administration is two to three hours versus peak 

concentration for the vaped route is immediately after cessation of vaping. Also, oral 

administration produces lower THC concentrations than the vaped route. 

Here's the time course of appearance and decline of 11-hydroxy 

metabolite of delta-8 and delta-9 in the whole blood. According to a report by Hollister 

in Pharmacology Journal back in 1974, the 11-hydroxy metabolite of delta-8 is about 90 

percent as potent as delta-9-THC. Again, we see the same slow appearance of the 

metabolite by the oral route compared to the vaped route. 

Here's the 9-carboxy metabolite of THC in whole blood. Again, a slower 

appearance of the metabolite by the oral route compared to the vaped, but we see a higher 

concentration of the delta-8 metabolite by oral administration than from the vaped route. 
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Here's delta-8 and delta-9 in oral fluid after oral and vaped. We see 

extremely high levels in the first specimen collected after drug administration and a rapid 

decline thereafter. 

And here is the last data slide.  It depicts the excretion in urine of the acid 

metabolites of delta-8 and delta-9-THC.  Concentration of this metabolite appear to be 

quite high after the oral route compared the vaped route. 

So I've shown you a sampling of preliminary data from our delta-8-THC 

study.  One of the obvious trends is a very orderly dose response for delta-8 by the oral 

route but not by the vaped route.  Is this evidence of titration by vaping participants?  

Most likely.  We see similar pharmacodynamic effects for delta-8 compared to delta-9 

including production of euphoria and impairment.  Delta-8-THC looks to be about one 

half or slightly less potent as delta-9-THC, and we see a similar metabolite pattern of 

formation and elimination for delta-8 compared to delta-9. 

With that, I'll conclude this review of our preliminary data on delta-8-

THC. 

MS. DAVIS: Thank you very much, Ed. A lot of good information there.  

Is there any board member that has any questions for Ed? 

MR. ZALESKI: This is Brian Zaleski from the NRC.  Can I ask a quick 

question? I was curious about the federally regulated workplace specimens, what -- does 

that cover just federal employees or is that included other federal agencies that test 

employees that are not federal workers, like DOT or NRC? 

DR. CONE: We had -- they had to be deidentified, so we couldn't trace 

anything back. They're all federally regulated employees, and that's all we know. 

MR. ZALESKI: Okay, thanks. 



 
 

   

  

    

 

     

       

     

    

   

 

  

    

  

     

 

   

     

   

    

    

    

 

  

  

118 

MS. DAVIS: They were samples slated to be discarded.  So they could 

have been.  They were just for the random testing for the laboratories.  So they're likely a 

mix of the percentage of what they would typically test. 

Any other questions? 

DR. ROBERTS: This is Dave Roberts.  Is there value in reporting the 

delta-8, even on the medical side? I'm just curious on your -- I know labs aren't reporting 

it now. I'm curious on your opinion. 

DR. CONE: I think it is a growing epidemic, and it produces the same 

effects as delta-9.  If we're concerned with delta-9, we should be concerned with delta-8. 

It's just a matter of titration if you're vaping or using more, slightly more.  It's so highly 

available and it's fairly inexpensive. 

DR. ROBERTS: That makes sense to me, thank you. 

Agenda Item: Public Comment 

MS. DAVIS: Any other questions? 

(No response.) 

Okay, we are now going to move to the public comment period of the 

meeting.  These comments are for the record. However, we are not permitted to respond 

to any questions asked during this comment period. I'll begin with those registering 

online to make a comment.  Please use the raise your hand feature in the Zoom controls at 

the bottom of your screen, and when prompted, unmute your microphone and ask your 

question. If you have joined by phone, press star-9 to raise your hand and star-8 to 

unmute your phone.  

As your name is called, please state your name and who you are 

representing clearly for the transcriptionist. 
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Our online request for public comment was made by Jo McGuire. 

MS. MCGUIRE: Hello, thank you. So Jo McGuire with National Drug 

and Alcohol Screening Association.  Chairman Flegel and members of the DTAB 

committee, thank you so much for allowing me to submit comments on behalf of the 

National Drug and Alcohol Screening Association.  We're now celebrating our fifth 

anniversary and the National Drug and Alcohol Screening Association has been the 

fastest growing national membership association of drug and alcohol testing professionals 

in the last several years. NDASA represents laboratories, Medical Review Officers, drug 

testing facilities, safety personnel, human resource specialists, occupational health 

clinics, et cetera, around the country, and these members collectively represent tens of 

thousands of employers and hundreds of thousands of employees across the nation who 

must comply with federal regulations. 

NDASA is focused on assisting employers and individuals affected by 

drugs of abuse and aligns with their goals of safe workplaces, families, and communities. 

As you are aware, the Drug and Alcohol Testing Industry Association, formally known as 

DATIA, merged into NDASA as of June 1, 2023.  DATIA existed for almost 30 years 

and was a well-respected drug and alcohol industry association and was known as a 

trusted source for information and training.  Integrating DATIA's training resources with 

the NDASA university has created the largest training hub for professionals throughout 

the drug and alcohol testing industry, both in the United States and internationally. 

As such, we do stand ready to support the important work of HHS and the 

DTAB committee and we are also happy to serve as a resource in whatever way we may 

need, especially hearing comments today on the need to improve the declining program 
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implementation quality.  We really want to be there to help and support and alleviate 

those concerns in the future. 

On behalf of our membership, we would like to applaud HHS and the 

DOT for moving oral fluid testing forward in a swift and meaningful manner.  As you 

know, oral fluid drug testing has been and is often utilized in the nonfederal sector.  It 

currently represents a substantial portion of the more than 40 million nonfederal drug 

tests concluded each year. 

Consequently, employers are eager to implement federal oral fluid testing 

once SAMHSA's National Laboratory Certification Program grants HHS certification to 

the two labs that are needed.  We understand that no laboratories to date have applied for 

HHS certification because the FDA has not yet approved devices that have been able to 

meet federal criteria, and recognizing that traditionally due to the nature of buffered 

collection devices, the devices and the reference solutions need to be cleared with the 

FDA before they can be used in oral fluid testing, we want to recognize the innovation 

that HHS and DOT have shown in allowing oral fluid testing and its welcome addition to, 

quote, traditional testing methods we have always used, but we do respectfully suggest 

that the FDA approval process should also adjust beyond the conventional process. 

We recognize 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 halting the ability of oral fluid laboratories to apply to the 

NLCP for HHS certification. 

So, we respectfully ask if there's any way that SAMHSA could work with 

the FDA to simplify or waive the FDA approval process for oral fluid devices, and of 
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course, we composed these comments before we heard the presentation today which was 

very welcome and we're very excited to hear that.  But the simplification or waiver of the 

FDA's traditional approval process would be justifiable because of the thoroughness of 

the NLCP laboratory certification and oversight process. 

In other words, since each oral fluid laboratory would be subject to a 

rigorous initial certification process, then detailed by annual inspections, as well as 

through the quarterly proficiency testing, we believe the goals of the FDA approval 

process for devices could not only be met but even exceeded. The FDA could rely on the 

HHS certification process and NLCP oversight in the same way as the federal agency 

employers, the DOT and its regulated employers and the nonregulated sector look to the 

federal sector for leadership. 

Finally, we just want to make a request 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 and dead-ending of messaging for support in the collection 

industry. 

Thanks so much for the important work that each of you do every day in 

the interest of public safety.  We sincerely appreciate it and are glad to be a partner with 

you. 

MR. FLEGEL: Jo, this is Ron.  Could you send me the information that 

you want on there? Send it to Lisa or I, make sure we get that changed. 

MS. MCGUIRE: Yes, I absolutely will do that.  Thank you. 
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MS. DAVIS: Is there anybody else who wishes to make a public 

comment? 

(No response.) 

All right, hearing nothing, this now ends the public comment session of 

this DTAB meeting. Before I adjourn, I have one bit of housekeeping.  All those joining 

the closed session this afternoon at 4:15, please join via a separate link in a separate 

email, and please try to log in soon. That's a pretty rapid turnaround time so we can get 

the meeting started on time as well. 

I now turn it over to the chair, Ron Flegel, for closing remarks. 

MR. FLEGEL: Thank you very much.  Again, thank you to all the 

presenters today. I want to thank the board members for being at the meeting today.  

There was a lot of information presented.  As you can see, we're moving forward on a lot 

of different fronts, but great information, really truly great board meeting today. 

With that, I will turn it back over to Lisa and we'll go to closed session 

here shortly. 

MS. DAVIS: Thank you, Ron.  With that, I officially adjourn this open 

session of the Drug Testing Advisory Board. Thank you, everyone. 

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