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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 December 2023 DTAB 

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 March 2024 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.  Thank you for your service. 

Today's open session is scheduled from 10 a.m. to 12:45 p.m. Eastern 

time.  Let's begin with the roll call. 

I'll start with the DTAB members and DTAB chair. 

MS. DAVIS: David Engelhart? 

DR. ENGELHART: Present. 

MS. DAVIS: Elizabeth Stuyt? 

MS. DAVIS: David Roberts? David Roberts? 

MS. DAVIS: Lindsey Everson? 

MR. EVERSON: Present. 

MS. DAVIS: Dawn Hahn? 

MS. HAHN: Present. 

MS. DAVIS: Bryan Ruggery? 

MR. RUGGERY: Present. 
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MS. DAVIS: Michael Grommes? 

MR. GROMMES: Here. 

MS. DAVIS: Samantha Tolliver? 

DR. TOLLIVER: Present. 

MS. DAVIS: Carl Christensen? 

DR. CHRISTENSEN: Present. 

MS. DAVIS: Ron Flegel. 

MR. FLEGEL: Good morning, everyone.  Present. 

MS. DAVIS: David Roberts again. 

MS. DAVIS: Now I'll call the ex officios and federal partners.  Joey 

Kotarek? 

DR. KOTAREK: Present. 

MS. DAVIS: Bohdan Baczara? 

DR. BACZARA: Good morning, everybody.  Present. 

MS. DAVIS: Brian Zaleski? 

MR. ZALESKI: Present. 

MS. DAVIS: Captain Erin Wilfong? Erin Wilfong? 

MS. DAVIS: And now the presenters.  Dr. David Kuntz? Dr. David 

Kuntz? 

MS. DAVIS: Dr. Svante Vikingsson. 

DR. VIKINGSSON: Present. 

MS. DAVIS: Dr. Ruth Winecker. 

DR. WINECKER: Here. 

MS. DAVIS: Ms. Kaitlynn Busto. 
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MS. BUSTO: Present. 

MS. DAVIS: David Kuntz, are you there? 

DR. KUNTZ: I am here. 

MS. DAVIS: That's it for roll call, and we do have a quorum.  Just a 

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

transcriptionist and all other attendees. 

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

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

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

any of the board members have any comments? 

(No response.) 

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

MR. EVERSON: Move to approve. 

MS. DAVIS: Thank you, Lindsey.  May I have a second, please? 

DR. CHRISTENSEN: Second. 

MS. DAVIS: Thank you, Carl.  

The minutes are hereby approved, thank you. 

In today's open DTAB session, we will discuss the proposed changes to 

the analyte table, including prevalence data, available assays, costs and benefits analysis, 

and public comments received.  Please mute your phones and/or computers when not 

speaking to prevent any background noises. 

We have a public comment period scheduled for 12:15 p.m., following the 

last presentation prior to adjourning at 12:45.  If anybody would like to provide a public 

comment, they will be able to do so at that time. 
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All the information from today's open session meeting, including a 

meeting summary and 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'll 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. 

Agenda Item: Welcome and Introductory Remarks 

MR. FLEGEL: Good morning, everyone.  Thank you, Lisa. 

I would also like to say thank you and welcome to all board members, ex 

officios, federal partners, industry leaders, and members of the public to the Drug Testing 

Advisory Board meeting today.  It's also a chance for ex officios, federal partners, to 

present information that they have within their regulated drug testing sector, so I think it's 

really important for this meeting and having this meeting and also speaking during this 

meeting. 

SAMHSA continually assesses both the National Laboratory Certification 

Program and the Federal Drug-Free Workplace Program to identify opportunities for 

improvement.  We have developed and implemented innovative approaches to address 

existing issues and improve both programs' performance.  An example is our gap analysis 

program, to assist both urine and oral fluid testing laboratories interested in applying for 

HHS certification.  We are currently looking at adding an emerging issues section under 

the Division of Workplace Programs, which I will show in an update slide later in my 

presentation. 

Our standards for laboratory certification for Federal Workplace Drug 

Testing programs extend to many of the other regulated and nonregulated drug testing 
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sectors.  In addition to assessing the science and technology used in both federally 

regulated and private sector drug testing, we work with subject matter experts to answer 

questions regarding drug testing science, to benefit the Federal Program and forensic 

testing workplace drug testing as a whole.  We also look to our federal partners and 

industry leaders for new approaches and ideas to improve the quality of testing and 

related laboratory services.  

As reported in previous DTAB meetings, SAMHSA assembled a group of 

subject matter experts for the Comprehensive Review of the Drug-Free Workplace 

Program in 2022.  I had planned on providing an update on the Comprehensive Review 

Action Plan to address our progress on the challenges that we noted, but with only a half-

day session, we just could not fit the presentation into this agenda.  We are in the 

implementation phase for some of these action items, as well as other Division of 

Workplace Programs tasks and initiatives. 

Additionally, in this meeting there will be several presentations, as Lisa 

mentioned, on the latest NLCP activities, the data and updates on program information.  I 

want to say thank you up front to all of our presenters today. 

Regarding the Division of Workplace Programs status updates, the notice 

of proposed Mandatory Guidelines for Federal Workplace Drug Testing using hair was 

published in the Federal Register on Sept 10, 2020, as I've said previously, for public 

comment.  The public comment period closed on November 9, 2020.  The Division of 

Workplace Programs again revised the proposed hair Mandatory Guidelines to address 

public comments, and provided the revised HMG, or hair Mandatory Guidelines, to the 

Drug Testing Advisory Board members and to federal agencies for review.  The revised 
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hair Mandatory Guidelines are currently under review at the Office of Management and 

Budget. 

The proposed revisions to the Mandatory Guidelines for Federal 

Workplace Drug Testing programs using urine and oral fluid were published in separate 

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

6, 2022. The final Mandatory Guidelines were published on October 12, 2023, with  

October 10, 2023 as the effective date for oral fluid Guidelines, and February 1, 2024 

effective date for the urine Guidelines. 

Several NLCP notices were sent regarding the changes to the Guidelines 

and to the NLCP documents, and directing HHS-certified urine laboratories to implement 

these changes on February 1, 2024, which was the effective date for federal agency 

specimens. 

I am happy to report that the final Mandatory Guidelines have been 

implemented to date. 

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

comprehensive approach to federally regulated drug testing, including adulteration and 

also substitution testing, and utilizing multiple matrices, including urine, oral fluid, and 

possibly hair later down the road. 

I would also like to say we are working closely with FDA and 

manufacturers and laboratories to move the Oral Fluid Federally Regulated Drug Testing 

Program forward as quickly as we can.  

Currently, there are three FDA 510(k)-cleared oral fluid immunoassays at 

the federal cutoffs.  Of the remaining seven assays needed, there are currently five 

commercially available as E&I for nonregulated use.  It is our understanding that the 
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remaining two assays, to complete the panel, are nearly in readiness for E&I launch, 

which would open up the full panel for nonregulated use. We are working closely with 

various stakeholders to expedite the testing availability for the Federal Workplace Drug 

Testing Program. 

Again, the Division of Workplace Programs continues to focus on other 

special projects, as I will show in my presentation later in this meeting, including studies 

underway with the National Laboratory Certification Program in conjunction with Johns 

Hopkins University.  Again, I would like to thank everyone for attending the March Drug 

Testing Advisory Board meeting.  I believe today's presentations will be informative and 

useful for all drug testing stakeholders.  Thank you. 

Agenda Item: Regulatory Program Updates: Analyte Table Change 

Update 

MR. FLEGEL: Before I start, are there any questions from board 

members?  Or we can wait until after I give this presentation, and then if there's any 

questions from board members, please feel free to ask. 

So these are the regulatory program updates in the Mandatory Guidelines 

under the Center for Substance Abuse Prevention for the Drug Testing Advisory Board. 

The Division of Workplace Programs staff and myself.  I would like to 

introduce one new member to our team, that's Brijet Burton.  She's a social science 

analyst, and Brijet just started about a month ago.  So she's still gaining speed, doing 

really well, done some really great stuff so far, and we look forward to working with 

Brijet in all that we do. 

This is the Drug Testing Advisory Board members, as Lisa has stated. We 

do have one vacant member.  Alison Stockdale, which unfortunately I believe she could 



 
 

   

 

  

   

  

   

 

 

  

  

  

  

     

 

  

  

 

    

    

  

   

   

  

     

8 

not make this meeting for that, but it is now a vacant member, so we will be working on 

establishing another Drug Testing Advisory Board member. 

Again, I want to thank all the board members and also my staff in Division 

of Workplace Programs.  It's a lot for a meeting like this, this is only a half-day meeting, 

but I'm hopeful that our next meeting will be an onsite meeting so we can have a face-to-

face and have that much longer meeting, probably a day-and-a-half meeting to actually 

give a lot of presentations and discuss a lot of information that we have.  I do want to 

thank all the board members. 

SAMHSA's overall goal is we continually assess the science and 

technology in the drug detection to advance national drug policy that is based on the 

latest scientific findings and also technical findings.  The goal this last year, as well as 

many other goals that we have, is also to review the Comprehensive Review of the 

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

Program.  

We examine the issues affecting the program, we outline responses to 

these critical issues, and look at initiatives to address the unanswered questions.  That's 

an ongoing process, we're continuing to do that.  I hope by the next board meeting I will 

have a full progress report on that for the public and DTAB board members on where we 

are in a Review of the Comprehensive Drug-Free Workplace Program. 

In the future, along with the publications of the final Mandatory 

Guidelines, we've also identified key policy and technical issues, as well as the existing 

challenges for the implementation of the Mandatory Guidelines, and that was using both 

oral fluid and/or hair.  And then look at ongoing studies for cannabis and the 

enhancements to the Federal Drug Testing Program. 
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Again, future is the implementation, the revisions that we've done, both in 

the oral fluid, urine, and proposed hair that’s under OMB review currently.  So we're 

looking at establishing those in the future as we move forward, also around the 

Comprehensive Review of the Federal Drug Testing Program. 

I show this because it's very important for federal partners in all the 

regulated drug-testing sectors, not only for the Federal Executive Branch, Department of 

Transportation, Nuclear Regulatory Commission, but also the Department of Defense, 

which in the last several years have been very important to us in not only supporting 

some of our projects that we’ve done, and studies, but also in the whole regulated drug 

testing sector as a whole. 

Again, the Drug-Free Workplace Program impacts about 14 million 

employees.  We test overall about 7 million employees in any given year.  As I've said 

before, it's one of the largest prevention programs that we have out there. 

You've seen this slide many times, but as I put on the bottom here, we 

have the science under forensic drug testing.  We also have the policy side for the Drug-

Free Workplace Program.  But we also want to look forward in the Division of 

Workplace Programs for an emerging issues group that addresses both components of 

science and policy. So under the forensic drug-testing side, of course we have the 

Mandatory Guidelines, the National Laboratory Certification Program, Drug Testing 

Advisory Board, and then Medical Review Officer training and we will establish the 

standards around that certification. 

The program outcomes under that will be national drug testing standards, 

multiple specimen types, urine, oral fluid, hair.  The HHS certified laboratories as a 

whole, and IITFs, I should say.  Also the DTAB recommendations for the assistant 
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secretary, which is very important, especially in this process as we move forward right 

now.  And then the national MRO certification standards. 

Under the policy side, we have technical assistance to all federal agencies 

for their plans.  We have plan certification, executive committee, which is the ICGEC, 

that establishes also amongst many things around policy but also the designated drug 

testing positions or TDPs or safety-sensitive positions.  And also to look at the policies 

and legislations which will evaluate the impact of these policies and legislations on the 

Drug-Free Workplace Program. 

And then program outcomes in this group would be certified Drug-Free 

Workplace Program plans, the DFWP policy and procedures, policy discussions with the 

Office of National Drug Control, and then also policy and legislation impact on the Drug-

Free Workplace Program, and under the regulatory purview of Division of Workplace 

Programs. 

With that, I get a much smaller slide now, but we're adding a third section 

which I think is very important.  As I just went over, we have the science side, we have 

the policy side, and now we have the science and policy, which we would like to say is 

the emerging issues group. 

Under this emerging issues group, along with the process for adding and 

removing analytes to the table, what we want to have this group look at, again, number 

one, monitor domestic drug prevalence data, and that's utilize NFLIS, the NSDUH, the 

MTF or NIDA data, CDC overdose data, and the MMWR and also the Quest Drug 

Testing Index or DTI, to identify new trends and emerging threats of the novel 

psychoactive substance of new adulterants, which I think is important, especially moving 
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forward, and substitution products in the illicit supply chain which pose a threat to 

workplace safety and public health. 

That's part of monitoring everything that's occurring in the emerging 

issues.  We also want to solicit and review drug-testing data around federal partners, 

DoD, DOT, NRC, and DEA.  The HHS-certified laboratories, specifically the ones that 

test for psychoactive substances, research scientists and manufacturers of collection 

devices, immunoassay kits, et cetera. 

We also want to support the scientific studies, and that's the scientific and 

technical review of the Drug-Free Workplace Program, to look at regulatory 

requirements.  Also very important within this, is also the Drug Testing Advisory Board's 

review for the drug analyte addition or removal of these drugs, and what constitutes that 

as to why we should add or why we should remove a drug. 

The program outcomes would be recommend the Drug-Free Workplace 

Program analyte table, and these are the changes; the policy discussions with ONDCP; 

the policy and legislative impact on the Drug-Free Workplace Program; the 

recommendations for the addition or removal of an analyte that would go to the assistant 

secretary of SAMHSA. 

So that would be led by Joshua Hunt, and he will be leading this moving 

forward in the future as we go through this process of the review, going forward, the 

review and addition of analytes to the analyte testing table, for all three matrices. 

I just want to give a current Drug-Free Workplace Program update on the 

total number of executive branch agencies subject to the Executive Order 12564, and 

that's 204.  The total number of executive agency branch agencies with certified plans is 

122. And then the total number of executive branch agencies identified without certified 
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plans and without evidence that they are not required to comply with Executive Order 

12564 is 73.  Those are the groups that we are working with to get certified plans and 

policies in place for drug testing within federal agencies. So I just wanted to give an 

update of that, of where we are.  We've moved forward on a couple of these plans that 

we've certified. 

Just a Mandatory Guidelines update.  The urine, the current guidelines for 

Federal Workplace Drug Testing, was effective February 1, 2024, a little over a month 

ago.  So far, I am happy to say that we haven't seen any major issues among that, so I'll 

go through some of the revisions just to let the public know as to those revisions in the 

Mandatory Guidelines, here in a couple minutes. 

And then the oral fluid Mandatory Guidelines was effective October 10, 

2023. We made that effective based on the fact that currently we do not have any oral 

fluid HHS-certified oral fluid testing laboratories, which we hope to change in the future. 

But we do not have any.  So that became effective October 10, 2023, and then the 

proposed hair guidelines for Federal Workplace Drug Testing was, again, the comment 

period ended September 10, 2020, and then that is still under OMB review. 

I think the major thing I did want to mention here was in the revisions of 

the urine, oral fluid, and hair, these currently are all corresponding across.  So what you 

will see in the urine, you will see in oral fluid, and what you would see with hair.  So 

we've made these revisions based on the fact that now all three matrices correspond under 

the Mandatory Guidelines, which I think is very important going forward. 

The analyte table, as you know, the process is being pulled out, so we can 

look at that on an annual basis, and make the changes or appropriate changes to that 
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analyte table if we need to, on an annual basis.  And that change will be effective for the 

program as whole, which would include urine, oral fluid, and/or hair. 

I always put the routing process in here because sometimes I have arrows 

as to where we are currently in the routing process.  With urine, oral fluid, we have 

finished it, we're through -- I guess it's 17.  So we've finished the process, reviewed 

through 17, for both.  But under the proposed -- again, that's for urine or oral fluid, we 

have the finals out for those, those revisions are effective, the urine was effective on 

February 1, 2024.  

But with the hair, and I know there's a lot of interest in the proposed hair 

Mandatory Guidelines, is once we go through the review process up to about 14, then we 

would, under current review, or answering questions regarding that, is it would go back 

up to 10 or 11, back under OMB review.  So even though we do go down to the process 

where it would say 14, it has to go back for review and under review when it comes to 

OMB review and final review. So I just wanted to point that out; specifically this process 

really should have arrows going both ways. 

These are some of the major revisions I wanted to point out that were 

effective February 1, 2024.  We revised the timeline and process for publishing the 

authorized drug testing panel.  That would be the drugs, the analytes, and the cutoffs.  

We've revised to report specimens as substituted based on biomarker testing, and this 

would be concentrations inconsistent with established for human specimens.  I think a 

very important thing, so again, it's not only the drug testing panel that we'll be able to 

revise, but we'll also be able to revise on an annual basis the biomarker testing panel, 

because this also changes dramatically from year to year, which we have to look at. 
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We also wanted to establish a timeline and process for publishing an 

authorized biomarker testing panel, as I mentioned.  And this is the biomarker analytes, 

as well as the cutoffs for those markers. 

We did raise the morphine confirmatory test cutoff from 2,000 to 4,000 in 

the urine Mandatory Guidelines.  From this, I think it's imperative that we also revise the 

medical review officer, MRO, verification process for positive codeine and morphine 

specimens based on that revision to the confirmatory test cutoff of changing that from 

2,000 to 4,000. 

We also give a lot of information in the preamble as to why we made 

those changes in the confirmatory test cutoff, so please feel free to pick up the preamble, 

read that, I think it is very important around the morphine confirmatory cutoff, changing 

that from 2,000 to 4,000.  Especially it makes it more standardized, I think, for the 

MROs. 

We also required MROs to submit semiannual reports to HHS or 

designated representatives for the federal agency specimens that were reported as positive 

for a drug or drug metabolite by a laboratory and verified as negative by the MRO.  Right 

off the top, an example would be amphetamine, methamphetamine from Adderall.  

For the first time, we'll have a review mechanism that we can look at what 

was reported as positive from the lab and what was reported as positive from the lab but 

negative by the MRO.  So I think it sort of closes that loop in how we look at that. 

We also revised to apply the same refusal to test criteria for all donors. 

We removed the allowance for pre-employment collections in that refusal to test, so it's 

no longer under the HHS Mandatory Guidelines. Something that's a little different when 

it comes to pre-employment collections based on like a random test under refusal to test. 
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I also left this in regarding the hair Mandatory Guidelines just to give 

reference as to where we are.  We organized public comments by subject.  There were 

over 700 individual comments and from 213 commenters.  We reviewed all the 

comments, submitted all this information and the scientific studies that were referenced, 

which were numerous; I believe there was probably close to a hundred different scientific 

studies referenced by commenters when we prepared the draft or proposed hair 

Mandatory Guidelines. 

In 2021, DTAB reviewed the summarized public comments presented to 

DTAB for discussion.  In June 2021, the members reviewed the draft HMG and provided 

input on that draft.  There were additional comments to that, we revised.  And then in 

March through April of 2022, SAMHSA did a listening session with seven current hair 

testing laboratories.  The topics we discussed were the proficiency testing requirements 

and what would those proficiency testing requirements be; the quantitative agreement 

between labs, both internal to the lab and external, or amongst other laboratories; we also 

looked at reporting criteria, or asked questions around reporting criteria.  And then we 

decided as a whole to establish a future technical working group on this as we move 

forward. 

We have revised the hair Mandatory Guidelines, it has been submitted, 

and as I've already said, it’s currently under OMB review. 

This is just a current NLCP applied studies. These are studies that are in 

progress or have finished.  I think there's some really important studies, and as we finish 

them, some roll to the top and then roll off, and others take their place. I think some of 

the ones that are worthwhile for mentioning are for instance the synthetic urine 
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evaluation that's currently in progress.  Cannabinoids in hair, we've been looking at.  The 

morphine cutoff proficiency testing samples.  Data sharing around the hydroxycocaine.  

The JHU or Johns Hopkins University CBD chronic dosing study in 2020.  

That's pretty close to finished now.  The delta-8-THC dosing study.  An important study 

in itself.  The cannabinoid product testing survey that we've been looking at.  The delta-8-

THC driving simulator information around impairment or other parts of the delta-8.  And 

then the Q-TOF screening methods for FY2024 that, again, hair color impact, which is 

relatively new.  That's rolled down as a study proposal approval.  That's with clinical 

collaborations around that.  And then the laboratory management upgrade, which as we 

move forward, we're always trying to streamline the NLCP program as well as Division 

of Workplace Programs Drug-Free Workplace Program. 

Just an update on the progress of some of those from past presentations 

that I've given.  Again, always quite a few studies that we have. 

I left this in for the evolving environment.  Some of the issues or 

legislations we're still working through is the 2015 FAST Act, the 2018 Farm Bill, and 

the 2018 Opioids Crisis Response Act.  Again, as people probably know, the fentanyl 

part of that is very important, which I think is something we'll discuss today amongst all 

the presentations. 

Changes in science and technology.  The drug testing and specimen 

collection technology are always improving and the Mandatory Guidelines for Federal 

Workplace Drug Testing programs using oral fluid was effective January 2020, but as 

I've shown in previous slides, the actual effective date for implementation was October 

2023. That's when the new revisions took effect once we have an HHS-certified oral 

fluid lab. 
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Of course, around the evolving environment that we always see is new and 

novel drug use.  It continues to emerge.  That's why we wanted to have a section that 

specifically started to look at these emerging issues, especially around synthetic designer 

drugs. 

Increased availability of marijuana and CBD products and the implications 

for workplace safety or security.  Again, the delta-8 as we have in a study that I just 

showed.  And other THC isomers and state initiatives to decriminalize marijuana, what it 

does for what we're trying to look at under the Drug-Free Workplace Program. 

And then increased demands on the Drug-Free Workplace Program, 

especially around what was more of a return to office, but there still is those challenges 

when it comes to returning to the office under a testing designated position. 

This is just an update real quickly with the MRO guidance.  I know the 

presentation was given last DTAB meeting, and we've actually now finalized these, they 

have been updated to our site.  But we have updates based on the 2023, the urine and oral 

fluid.  

For example, we have revisions to the MRO verification process around 

morphine, the annual authorized drug testing panels, and the authorized biomarker testing 

panels, and required nomenclature for MRO reports.  So again, in the revisions of the 

Mandatory Guidelines for urine, we've standardized the nomenclature for these MRO 

reports on analytes.  

Then again, which we've had questions over lately, is the MRO 

semiannual reports to SAMHSA, when that will occur, once we get that process in place. 

There's also updates of based on the MRO relevant information from 

SAMHSA, the NLCP notices, NLCP manuals for urine and oral fluid, and then the 
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Guidance for Using the 2023 Federal CCF.  The revised 2024 MRO Guidance Manual 

and the case studies are all posted on the SAMHSA website currently. 

Some of the areas that we've examined in the past, I just left this in here, 

I've just updated a little bit.  The state of the art and science, maintaining program 

integrity, which I think is very important where we sit right now.  Drug testing validity 

and reliability, workplace safety and security -- this is specifically around the safety-

sensitive positions.  And then the issues, challenges, approaches, and actions we still face 

in the Drug-Free Workplace Program in making those changes appropriately as we move 

forward. 

Ongoing training needs, as I've reported earlier.  We do have a training for 

supervisors under the Drug-Free Workplace Program.  We are looking to also do a 

training for employees, and again, these trainings can not only be used by federal 

agencies but federal partners, but can also be used by employers in the private sector.  We 

have a lot of things each day on asking if they can use the training, get the training, which 

I think is great, because it is a really good, it's an hourlong training on what a supervisor 

should be looking for, and also as we move forward on employees, what employees need 

to know, which I think is important. 

Future studies, policy initiatives, the future direction of the program, and 

desired end state, as we had one of the areas that we looked at.  And then also the 

resources that we need to complete or look at most of these initiatives that we have. 

The Road Map and Action Plans, one of our biggest priorities coming out 

of this DTAB meeting is to pursue the clearance strategy with FDA.  Reduce the length 

of time required to change the testing panel when adding an analyte.  And I think I do 

want to mention there, I think it's important because as we look forward to this, it's not 
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only important around the 510(k) clearance process or other regarding an analyte, it's also 

very important for the program, because if you change one item in the urine or an analyte, 

you also have to change it in the oral fluid and/or hair. 

So I think it's important as a program that we look at that when we make 

these changes to the testing panels, is to the length of time we can make these effective, 

or we can make these changes effective or implement.  So I think that is an important 

part. 

Develop and add a pulse testing, this around emerging drugs and specimen 

validity testing, which as a whole under the regulated drug testing sector, sometimes we 

don't know what we don't know, if we don't know exactly what employees or people are 

using out there, not only under the validity issues, but also under emerging drugs they 

may be switching to.  Say you take delta-8, for instance.  

And then review and streamline program processes.  This is more under 

the NLCP, but inspections and audits.  And align the goals and timelines for SAMHSA 

DWP and the federal partners.  I think we're doing a great job there at not only discussing 

what we're looking at looking going forward, but having that dialogue with the federal 

partners to look at that. 

I left this in because we added three more items since we've done that. In 

2022, the proposed revisions to the urine and oral fluid under the Mandatory Guidelines.  

And then in 2023 and 2024, we've actually published the final Oral Fluid Mandatory 

Guidelines and the final Urine Mandatory Guidelines which were effective February 1. 

We currently have 21 certified labs and/or IATFs, and again, we're trying 

to increase that number with oral fluid testing laboratories, which is very important for 

the program in itself, because not only do you have other ways you can test, whether it's a 
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specimen under a shy bladder or whatever, but you can also test a different matrix for any 

employer if they prefer to use that different matrix, so it is important to get an oral fluid 

testing laboratory up and running, which we're working on. 

Again, just the Drug-Free Workplace Program resources.  Our main 

website, the Executive Order, Public Law, the Model Plans For a Comprehensive Drug-

Free Workplace, and then the 2013 Guidance for Selection of Testing Designated 

Positions. 

With that, I want to thank you.  If there's any questions from the board, 

please feel free to raise your hand and we'll try to answer them.  Otherwise,, I'm going to 

turn it back over to Lisa. 

MS. DAVIS: Thank you, Ron.  Any questions from the board?  Seeing 

none, let's move on to the next presentation.  The next presentation is fentanyl 

prevalence, and as you know we're talking about adding fentanyl to the analyte table, so 

Dr. David Kuntz from CRL is going to give an update on some prevalence data for 

fentanyl in urine and oral fluids. 

Agenda item: Presentation: Fentanyl Prevalence 

DR. KUNTZ: Thank you, Lisa.  Thank you, DTAB, for inviting me to 

share our data. The data that I'm going to present is kind of scrubbed data.  We do test 

for professional monitoring programs where fentanyl is always involved as a diversion 

product, probation, parole.  We've removed rehabilitation types of things, rehab facilities. 

So, we have somewhat of a scrubbed data.  I'm sure there's probably a few things that 

show up in there that are not appropriate but then I could spend months looking at that 

data. 
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So, we're going to give you the highlights.  We're going to go fairly 

quickly to get you through and conserve the time. 

CRL has been doing ELISA testing.  We did that for years.  And that was 

primarily for professional monitoring programs with urine. We did eliminate that, we 

moved to LC-MS, because we wanted to get into the designer fentanyls when they were 

popular.  The feds came in and they rescheduled everything, so things changed 

dramatically.  So we went to a more efficient system, so we ended up eventually going to 

an EIA method.  

We do a lot of different panels here, and just to impress on you that the 

public is concerned about fentanyl, we now have like 1,600 different panels that contain 

fentanyl at some concentration with a variety of drugs.  So, the more drugs you offer, the 

more cutoffs clients want, it just perpetuates. 

The EIA method, we are using ARK fentanyl assay.  I think Svante is 

going to do a talk a little bit later, I won't spend much time on that.  We are using a 1 

nanogram cutoff, which as a calibrator, the standard calibrator.  But as you look below, 

there's different cross-reactivities based on norfentanyl and the concentration, but I want 

to point out that the clients are never happy with just one cutoff, at least with the 

nonregulated.  So, we have 0.3, 0.5, 0.75, 1.0, and 2.0.  So that's part of the reason why 

we end up with so many different panels. 

The curve for this maximizes out at about 2.5 nanograms, and as we go 

into the levels, briefly, that's an important number.  It maxes out.  With this assay we are 

confirming about 87 percent of all the screened positives that we look at. 

I'm going to give you a brief -- since some people have a concern about 

the difficulty of testing for fentanyl.  We are using LC-MS, we're using the Sciex 
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instrumentation, 6500-plus.  We are only using 250 microliters of urine.  We are doing a 

liquid/liquid extraction with MTBE using dry ice.  We move it, transfer it, and then we're 

injecting 15 microliters into the mass spectrometer, and we are doing the 96-well block 

analysis here. 

The LOD/LOQ just following this method, we have .05 nanograms as our 

LOD/LOQ, with an upper limit of 40.  We are aware of the problem with carryover.  We 

are shooting blanks in between each of the samples to monitor that, because if we do 

carry over .05 in any high sample to the next sample, we are repeating.  So we are very 

stringent at that concentration. 

This is our positivity rate.  The blue line, which is fairly horizontal, that is 

our urine confirmation rate.  So we're somewhere around the 1 percent line.  It depends 

on how things go, but it's pretty stable there.  Out of that number, that represents about 

4,800 samples that are positive. 

The green line is a little more sawtooth, and that is oral fluids.  The reason 

for that, I'm not sure why we find more fentanyl in oral fluids, we did the same thing with 

the data pool, in that we scrubbed everybody out that didn't belong, and there would be 

far fewer of these other industries, professional monitoring, there's not much going on. 

But we still eliminated them. 

The sawtooth part is probably due to the relatively few numbers that we 

see.  We're down to a few hundred positives, so there's more variation seen.  So it does 

appear that there's definitely an uptick, especially that we're detecting in oral fluids. 

I created these, and let me explain this a little bit to you.  The vertical axis 

is a concentration.  The left side of the chart, the left side is fentanyl, the right side is 

norfentanyl.  The numbers that we see at the bottom on the x-axis are the sample numbers 
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for us, and each one -- and they're ranked from the lowest to the highest.  We've done this 

in the past to try and be able to extrapolate.  We did this with K2s and years back and it 

seemed to work for us. 

When you look at the y-axis, that goes from zero to 20, and you can 

extrapolate a little bit, using some kind of indication, so if you picked a level of 1, and 

you do a horizontal line, and there are probably about 800 samples that were less than 1 

nanogram.  Because we do have these cutoffs at 0.5, we have them at 0.3, for 

confirmation. So as you go up that scale, you can see where you're going to start losing 

more of the lower-end positives that we identified.  And the same thing occurred over on 

the norfentanyl side.  

The interesting piece of this and we're going to contrast this with oral 

fluids, that we did see a mean value of 260 as the concentration of fentanyl in urine, the 

median was 12.6.  And the highest positive we had was 36,000 and change, which is 

enormous, and I think that was a random sample.  So somebody drove to work with that 

much fentanyl in their urine. 

The right side is the norfentanyl.  And we did not see as much, and that 

may be a little bit of a reporting issue as some of these may have only had a fentanyl 

report.  But the levels are typically, it's much higher for norfentanyl.  The mean value was 

the 1,000-plus.  The median value was 40, with a highest value that we diluted at to get 

an accurate number, was in excess of 52,000. 

So the values are there.  You can extrapolate as you will, so the gray part 

would be the positives, the white part of that slide would be negative.  It is useful in that 

we see tremendous levels of fentanyl, and they seem to be going higher all the time, and 

what we're finding is that you have this huge sample, it may be 5,000 nanograms of 
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fentanyl in the urine, probably another 15,000 of norfentanyl, and they do contaminate 

the batch, we start having that carryover problem, and we just repeat all of those at 

dilutions, and we are doing things like at 1 to 40, 1 to 200 dilution, in order to make this 

work for us. 

This slide is a little bit weird for you all, but it is important.  The orange, 

we have 33 percent that we had that were positive for fentanyl, negative for norfentanyl.  

We had another, the blue, is the norfentanyl positives without a positive report for 

fentanyl.  Forty-one percent had both reportable, and then there was a 13 percent that we 

didn't confirm.  Whether that would be due to some of the lower screening values that we 

have, that it would be a false positive screen, or whether it would be an analogue, that I 

don't know.  But it is 87 percent, we're able to find fentanyl or norfentanyl or both in our 

samples. 

This one is kind of interesting, as well.  I did break them up by reason for 

test, and you can see the orange are the percentages that did not confirm.  The bottom has 

the legend to correlate with all that.  My initial impression for all of this would be that 

preemployment would be my biggest category, because that is my biggest testing 

category -- as for almost all labs, it's probably 50 percent or better are preemployment. 

But it was my randoms that had the most positives, and I just can't figure that one out.  So 

these are people that are working and they're using at the same time. 

The other big category for me is reasonable cause.  We had 364 that fell 

into that, which indicates that people are coming to work, whether they are impaired on 

the job or whether it was a post-accident type of situation, that's labeled as reasonable 

cause, but it's a performance issue, obviously.  And then that percentage is actually quite 



 
 

  

 

  

    

  

       

     

 

   

 

 

    

 

 

  

    

  

      

 

  

   

  

 

25 

high as well.  We had the other category that nobody ever marks, the non-specified. It's a 

big group, and even with follow-up we had substantial numbers. 

But it was the differences, and it's been checked and reverified, 

preemployment is a lot less than random, and that's kind of concerning for employers. 

Obviously, there's always the concern about what other drugs are people 

taking? We took a look at our data, and we got the 4,800 samples, or 4,779.  With that 

we looked at what other drugs did we report for? Of course, they had to be in a panel that 

required that testing.  But for us, nearly 23 percent of my positive fentanyls also had 

THC, or marijuana. 

The amphetamine/methamphetamine was the second category.  If we go 

from the bottom up, that's the most prevalent, was around 20.  Methadone is high at 16, 

17 percent.  And then it kind of trails off from there, we saw it with cocaine.  And I have 

another slide coming up here that's going to talk about the opiates mixing with the 

fentanyls and what's going on there. 

It gives you a snapshot, I even got 4-ANPP because we did test that as the 

precursor base compound for the synthesis of fentanyl.  We did test that for a period of 

time.  But we did not see -- let's go to the next slide. 

We did not see the opiate crossover with fentanyl.  The big blue on the 

right, this is without any opiates.  These were samples that were positive for fentanyl but 

not opiate.  Because it was my assumption and probably others' as well that opiates kind 

of go together with fentanyl.  You know, the products that they were buying, the 

hydrocodones and all of that, were probably mixed with some fentanyl.  Certainly, you 

hear that on television all the time.  They took what they thought was an oxy and this 

teenager died very quickly.  
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Looking at the far side, we cut out that little gray area, we looked at the 

number of other opiates that were, and this is a crude route of this, and if we look at the 

orange, the 1 opiate means there was only 1 opiate there, and that counted, we had 198 

samples, which accounted for 5 percent.  The blue, there was 2 opiates, which was 

another 5 percent.  And then it's broken out between 3, 4, and 5.  We had up to 5 opiates. 

And I did not have the time to break it out how many are codeine, 

morphine and how many oxys.  It was just a crude attempt. 

So what that means, there's some stuff down below there.  I have one like 

this for oral fluids.  And then I threw -- CRL does the sweat patch testing for 

PharmChem.  I thought this would be interesting data to compare it with.  But across 

urine, about 88 percent did not have an opiate with it, 90 percent for oral fluid, and then 

in sweat it was even more different.  They just had fentanyl, and we'll go into that in just 

a couple minutes, what oral fluids are saying.  But it is across the board, it's not unique to 

urine, oral fluids, or sweat.  It's just that it's being comboed with amphetamines, cocaine, 

and so forth, or they're taking it separately. 

I think we're into oral fluids.  We're going to change gears here quickly, 

try and move through this.  I'm going to have data that's similar to what I just reported, 

but there is one thing that I need to point out is that we are seeing OraSure, and they have 

a different reporting system than Quantisal, because we report it as the dilute solution. 

So 1 nanogram would be equivalent in this situation as 3 nanograms of 

neat.  So we are reporting as dilute.  Obviously, as we bring on the federal oral fluid, 

everything goes to a neat value, and so it's easy to compare cutoffs and concentrations 

between labs.  It was a necessary step that needed to be done. 
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Confirmation, this is a screen.  We are using a similar process, again, with 

oral fluid.  We're using 50 microliters to get to the levels that we need, because with the 

Intercept there's not very much oral fluid to begin with, and so we're using that.  So it's 

again a very similar process. 

This is a similar chart to what we saw before, and it is different.  There is 

far fewer numbers, light gray, there's only a few hundred.  The values, though, are 

different in that we find more fentanyl in samples than we find norfentanyl, and we look 

for both.  We have this little yellow-golden stripe on the fentanyl, which is again on the 

left.  We are screening by LC-MS, so you would expect to be able to find that, but we are 

screening for both fentanyl and norfentanyl.  But we do see far fewer norfentanyl 

positives in our data. 

It's almost reversed between fentanyl in the urine and fentanyl in the oral 

fluid, compared to norfentanyl.  A reverse type of situation. So what may be the best 

analyte for one situation may not be the best testing analyte in another.  It is just put out 

there for the industry to look at and for you all to digest. 

This is the percent combo for oral fluids, and this one is different in that 

30 percent of our samples also had methadone.  And I have no idea why that is.  

Methamphetamine pretty close to what we had before, nearing 18 percent.  Cocaine was 

twice as much, I think, in the urine it was around 8 percent.  And marijuana got depressed 

down to fifth place at 8 percent, instead of 20. 

So this is kind of a snapshot for you to take a look at.  What other drugs, if 

we test oral fluids, it may be the fact that methadone and oral fluids shows up -- you can 

find that pretty easy.  Methamphetamine is easy to find.  Marijuana not quite as much, a 

shorter window of detection. 



 
 

   

     

 

   

    

   

      

  

 

    

  

 

 

 

 

   

     

  

  

 

 

28 

This is the same slide but with oral fluids.  Eighteen percent, you can look 

at that.  One opiate, 2 opiates, 3 opiates.  It is interesting.  I think it probably tells us that 

you can't assume that if you have an opiate positive, that you could do a reflex test for 

fentanyl.  I don't think -- this kind of defeats that kind of purpose.  I think there was a 

reason for that in the olden days, if you will.  Thirty years ago, if you had a positive 

morphine, you reflexed a 6-AM.  Well, I don't think this would be the same situation, 

unless that's how the program chooses.  But it doesn't support that. 

I think this is my last slide.  This is another broken out by reason for test. 

Reasonable cause is not very much.  Random, again, it's the random category that has the 

most positives.  Preemployment is less.  Post-accident is a few.  So it came unexpected to 

me to see random beating out preemployment.  That did not seem right, but again, it's 

verified data.  So it is what it is.  We'll have to take further looks at that as well. 

We are done.  I did go very fast for you.  I appreciate the time, and if Lisa 

wants to open it up for questions now or later, either is fine for me.  Thank you very 

much. 

MS. DAVIS: Thank you, Dave, for that presentation.  That was excellent 

information.  Ron, you had a question.  

MR. FLEGEL: I do.  Thanks, Dave.  I did want you to go back, it's three 

from the end, where you had the data table at the bottom.  Could you explain a little bit 

for me, the sweat seems awful high when you're looking at that.  What do you think the 

idea is around that, or reason? 

DR. KUNTZ: For sweat, it is not built into a specific panel.  They largely 

do that as an add-on test.  So they do have kind of like the old standard DOT, we are 
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doing the standard panel now is opiates currently, plus fentanyl, plus the standard opiate 

panel, meth and those types of things. 

So it is interesting.  It is a unique population, as you know.  I'm not sure 

how much to make of that.  But there's actually quite a few positives.  There's 2,400, and 

we only started a few months back.  So that's always been a concern for the parole groups 

using sweat, that you aren't testing for fentanyl and whether -- but I always thought it 

would be like they're using heroin mixed with fentanyl, unless the heroin's disappearing 

faster.  But we are looking for codeine, morphine, hydros, oxys, and 6-AM as well. 

So it is a unique situation.  

MR. FLEGEL: Do you think it also might be a length of time?  I don't 

know how long they wear a sweat patch now.  

DR. KUNTZ: Typical wear patches is a week. It is seven days.  The patch 

is actually diluted in 2.5 mLs of buffer, and then that's what's tested, and we look at 1 

nanogram per mL diluted.  For the patch, obviously they could use one day and it's going 

to be several days of accumulation in the patch, because it's trapped.  So there's probably 

a little bit of that that goes on. 

MR. FLEGEL: Thanks. 

MS. DAVIS: Carl, you had a question for Dave? 

DR. CHRISTENSEN: This is a reach, but we see patients spiking their 

urine with buprenorphine, typically with suboxone film, in two different situations.  One 

is where it's not their urine, they're bringing in their kid's urine and they're trying to hide a 

relapse.  And the other is somebody who has relapsed, or never stopped, and is not using 

buprenorphine anymore because it interferes with their lifestyle, but they still may spike 

their urine to try and convince us that they're taking the buprenorphine. 
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I know it's a reach here, but in those, I think it was 4 percent in the urine 

who were positive for buprenorphine or norbuprenorphine.  Was there any evidence in 

there of spiking, which would have missing norbuprenorphine? 

DR. KUNTZ: I did not specifically look at those.  That's an excellent 

question.  Typically, what we see is a much higher norbuprenorphine level than 

buprenorphine.  We are very skeptical of those samples that have buprenorphine only, 

because of things like that.  But I don't have any data to answer your question.   

MS. DAVIS: Bohdan, you had a question for Dave? 

DR. BACZARA: Yes, good morning.  Dave, as always, great presentation.  

The quick question I have for you, I think early on in the presentation you mentioned that 

you were confirming approximately 87 percent of those that screened positive for 

fentanyl.  Did I get that right, and also at what cutoff were these confirmed at? 

DR. KUNTZ: You are right about the 87 percent.  We've worked through 

different vendors in all of that, and we finally came up with the one that seemed to 

perform the best, even at lower concentrations.  So the question is, what do we confirm 

at?  Typically, when we screen at 1, the standard is 0.5 is what we confirm at.  If it's 0.75, 

it's still 0.5.  The 0.3s are 0.3, the 0.5 goes to 0.5.  So we do have a number of variations. 

The wonderful thing about what we've been able to do is not have this 

massive amounts of false positives when we go lower.  So the assay itself seems to be 

quite specific, if you will, in choosing a cutoff.  It allows me to go lower, but the vendor 

promotes this, it calibrates at 1.  So, if I do all my right controls I can do something 

different.  It's above the cutoff that leads to problems, because they get so high and 

analytically in confirmation, I end up going into a loop and doing a dilution to be able to 

make it work. 
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Unfortunately, I guess, we let clients kind of dictate, and there's always 

been clients moving from one vendor to another laboratory, they all had different cutoffs 

or they want to match, and there's traditional cutoffs from way back when with fentanyl 

that we still try to match.  The 0.75, interestingly enough, was a Neogen ELISA kind of 

cutoff, and that's still standard out there. 

I would be happy with a standardized cutoff, but we could make whatever 

you guys choose, we could make that work, so sensitivity's not a problem. 

DR. BACZARA: Thank you. 

MS. DAVIS: Thank you, Dave.  Any more questions from the board? 

Brian Zaleski? 

MR. ZALESKI: I was just curious if you could elaborate a bit more, Dr. 

Kuntz, about the population of individuals, the specimen results you're sharing with us. 

You said you've removed sort of the criminal, probation type of programs, and testing 

that's conducted, I suppose, in treatment.  What is it that we're looking at? 

DR. KUNTZ: This would be the general workplace population that we are 

able to -- it's just general workplace, excluding those because it could change the 

outcome.  Professional monitoring has very low positive rates for fentanyl.  You get into 

the rehabilitation and probation/parole, you kind of saw what happens with sweat 

patches, that's your parole group.  Tremendous numbers.  Those levels are actually quite 

high as well.  I have all that data broken out, but it's very similar to what we've seen with 

urine and oral fluids. 

MR. ZALESKI: Yeah, and I had one other question.  I noticed that there 

was the differential between urine and oral fluid in fentanyl.  There was a much higher 
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positive rate, I think, for oral fluid, if my memory serves me correctly, but you saw the 

opposite for the norfentanyl, is that right? 

DR. KUNTZ: Yes, that is true. 

MR. ZALESKI: The former, I was thinking that -- I remember seeing a 

very stark contrast for, say, marijuana, in the Quest DTI data for years and years.  Much 

higher positives in oral fluid, in my mind I think subversion, but in this case do you think 

it's possible that it's the way the drug is metabolizing, that the detection is slightly 

different between oral fluid and urine? 

DR. KUNTZ: It's probably all based on pKa and moving drugs around is 

like -- in oral fluids, we don't find a lot of oxymorphone, we find oxycodone.  It doesn't 

move across as well.  So, there are differences in all of that.  The norfentanyl is always 

higher.  Once you get out of the weeds, if you will, it's there in high amounts.  And it 

depends on what kind of cutoff you want, or what we choose here in our work, we have 

people that want to know everything about people.  And they choose the lowest cutoff on 

everything.  It's marijuana at 20, it's marijuana at 10, it's marijuana at 5.  As a screen. 

So, we do cater to all of that, it's what makes us unique, I guess, but it also 

makes it very difficult and trying to put a single standard on this -- I can do that, it's going 

to take more effort, but we could take a look at, say, a 1 nanogram screen, and we can 

maybe look at maybe a 2 nanogram screen.  But those numbers at 2 and above, they get a 

little rocky as far as the confirmation numbers.  They get really high.  

MS. DAVIS: Any other questions? Thank you very much, Dave, for 

taking all those questions and for your presentation.  

DR. KUNTZ: Sorry it took so long. 
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MS. DAVIS: No, it was great information.  We have reached the break 

time on our agenda.  I'm going to cut it from 15 minutes to 10 please.  So if you could 

come back at 11:25, I would appreciate it. 

DR. FLEGEL: Just so you are aware, we may have extend today, the 

presentations have been really good, so we may have to extend it a little bit today.  I don't 

want anybody to rush through their presentations. 

(Break) 

MS. DAVIS: Welcome back from break, everybody.  Our next 

presentation is an update on the availability of fentanyl immunoassays by Svante 

Vikingsson with RTI.  Take it away, Svante. 

Agenda Item: Presentation: Fentanyl Immunoassay Updates: Assays 

Available 

DR. VIKINGSSON: Thank you, Lisa. Today I'm going to talk about 

fentanyl immunoassays, and we are going to look at immunoassays in both urine and oral 

fluid, and we're also going to talk a little bit about concentrations in oral fluid.  Thank 

you so much, Dave, for putting a nice foundation for this talk as well.  We are going to 

expand a little bit more on the discussion and continue the discussion here, I think. 

Before I begin, I want to say that this talk is based on publicly available 

data, and my intent has been to cover relevant assays that are available in the 

marketplace. 

Just a little shoutout, because we have a lot of people in the audience 

today who know a lot about this, that if you know of an assay that I didn't mention that 

you think is relevant or know that an assay I discussed has been discontinued, please give 

me an email so I can keep my lists somewhat up to date. 
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For the immunoassays in urine, I have chosen to limit myself to the 

homogenous assays, because I think those are the most relevant, but I just want to 

mention that there are also a number of ELISA assays out there as we will come back to 

when we talk about oral fluid. 

This is my first table, and this table shows the seven homogenous assays 

that we have identified for testing for fentanyl in urine, and they are from four different 

vendors.  One of them is actually the one that Dave mentioned just before.  As you can 

see, most of these assays target fentanyl, with varying cutoffs between .5 and 2, and they 

have limited or very limited cross-reactivity to norfentanyl.  Typically, the manufacturer-

recommended controls are at plus-50 or minus-50 percent of the cutoff.  So at 50 and 150 

percent of the cutoff. 

Just a little mention there as well, that for the NLCP program, we actually 

require -- for any immunoassay that you use, that the controls are 75 percent and 125 

percent of it. 

For a completely different strategy, we have the assays by Lin-Zhi that 

have taken a completely different approach, and instead of targeting fentanyl target 

norfentanyl, and they target that at a cutoff at 5 nanograms per milliliter, and they have 

more than 100 percent cross-reactivity to fentanyl.  So actually with the cross-reactivity, 

the fentanyl cutoffs are approximately 3.2 and 3.8 in these two assays.  And those are 

assays that we have identified. 

I put this slide in here just to show that there is more than the table on the 

last slide that goes into selecting a good immunoassay.  These data is from Budelier et al 

that has compared two fentanyl assays, and what you see in the graph here are the two 

standard deviation ranges for the QC data that was reported in this paper, and as you can 
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see for assay 1, both the 70 percent control and the 130 percent control sort of overlap the 

decision point and overlap each other, which indicate that the assay wouldn't work very 

well under NLCP rules. 

For assay B, on the other hand, you see that these ranges are clearly 

separate with some space in between, which would indicate a much better performance.  

Now to be fair to assay A, we don't really know why the performance is poor in this 

particular study, and I have seen a different dataset with the same assay that was perfectly 

capable of differentiating between 125 percent and 75 percent control.  So it could be that 

it's just not implemented quite right in this particular laboratory, and that brings us to 

another sort of general point that is always important to verify the performance of any 

immunoassay in your laboratory with your own analyzers and your own procedures. 

So we talked a little bit about pKa, Dave mentioned it, and we're going to 

talk a little bit about it now more, because fentanyl is a good analyte to measure in oral 

fluid, and that has to do with a phenomenon called ion trapping.  So fentanyl, to get into 

oral fluid from the blood, it has to move over cell membranes, and it's very difficult for a 

drug to move over a cell membrane if it's charged or ionized.  In the blood, which has a 

pH of 7.4, about 10 percent of fentanyl is uncharged as fentanyl has a pKa of around 8.4. 

Now, in oral fluid instead where the pH is lower, as little as 1 percent of 

fentanyl might be uncharged, and the effect that we're looking for here is then that it's 

much easier for fentanyl to move from blood or plasma into oral fluid than the other way 

around, which makes it accumulate in the oral fluid.  This has actually been shown in a 

couple of studies that had looked at blood/oral fluid ratios.  Heiskanen reports a mean 

oral fluid to plasma ratio of 3, around 3, and Harper et al reported around 59 percent of 

their specimens were above 20 nanograms per milliliter in oral fluid, while only 8.7 
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percent of the samples were above 20 nanograms per milliliter in blood, again showing 

these higher concentrations in oral fluid and in blood. 

So if you jump to the next slide, here's what we see of concentrations in 

oral fluid, and we have identified six studies in the scientific literature, and there was also 

somewhat divergence. We have a couple of studies on the top here that show a median 

concentration of fentanyl of just over 1 nanogram per milliliter.  Then we have three 

studies that report approximately 5 to 8, and that would also be consistent with the data of 

Dr. Kuntz; his percent I think was around 8, 8.6 I think. 

And then we have Harper et al who reported more than 50 percent of their 

samples were above 20 nanograms per milliliter. 

There is a few things we can dig in here.  There's a few factors that can 

pull up a median compared to workplace.  If we look at the Bista study from 2015, that's 

a study of individuals who were prescribed to wear fentanyl patches.  So of course, we 

were not surprised to see a bit of higher concentrations there. 

Heltsey et al used a screening cutoff of 1 nanogram per milliliter, an 

implication of that is that they would not include any samples that were below 1 

nanogram per milliliter presumably, and that in turn would probably push the median 

concentration up a bit. 

If we look at the Harper study, which has the highest median 

concentrations reported, that is a study of individuals who were pulled over for DUID 

and were arrested.  So these are individuals who have shown impairment in traffic, and 

that's a very extreme population and I'm not surprised that we're seeing higher 

concentrations there. 
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That leaves the study by Mahowald from 2021 that reports a median 

concentration of around 8, and there is no clear indication why these median 

concentrations would be higher than the two studies on the top here. 

It could be, my suspicion is, that this might not be quite the same 

population.  Now, to summarize this slide, my suspicion is that a true median 

concentration in their workplace would probably be on the lower end here, even though 

none of these studies specifically look at workplace, but we don't really know as of yet, 

exactly where that is. 

If we jump to the next slide, one of the things that we sort of talked a little 

bit about here in the questions before was how urine concentrations relate to oral fluid 

concentrations, and while the oral fluid concentrations are higher than the blood 

concentrations, they are lower than the urine concentrations.  Again, we have three 

studies looking into this with paired samples taken from the same individuals at the same 

time.  Two of them show about a fourfold difference with higher concentrations in urine.  

Another study shows that the difference is more than that, around 10 times different. 

Now, it is important to remember that urine and oral fluid are very different matrices, and 

how the drug gets there is different.  So for example, we would expect fentanyl to be 

present longer in urine than it would in oral fluid.  But we would also on the shorter 

timeframe, we would expect that oral fluid cavity contamination after oral or smoked 

administration of fentanyl would increase the oral fluid concentrations. 

So when we are comparing urine or oral fluid, it's likely influenced by 

both the route of administration and the time between intake and sampling, which makes 

me suspect that we're looking at a very large interindividual variability, even though I 

haven't looked at that specifically. But that's likely. 
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And that it might differ between different populations and different 

settings, how large this difference is. 

And that brings us sort of towards the end of the presentation, and we can 

skip two slides ahead to look at what kind of oral fluid immunoassays we have for 

fentanyl, and there's really not that much out there.  We have not identified any 

homogenous immunoassays, but there is a couple of labs I actually heard of a second lab 

that do this as well, that they use immunoassay developed for different matrix, and then 

have redesigned it as a lab-developed test to screen for fentanyl in oral fluid. 

There are at least three companies providing ELISAs for fentanyl that are 

specifically stated to that they can be used for oral fluid.  That's Neogen, Immunalysis, 

and Randox.  I have not put any cutoffs on this slide, because that would depend on the 

dilution factors in the collection device, but also on how the labs choose to calibrate the 

assay. 

Finally, in addition to those ELISAs, Randox also have fentanyl reagents 

with a 1.5 nanogram per milliliter cutoff in their Drugs of Abuse Multistat Oral Fluid II 

panel and method. So that's what we have, and it's not that many.  

So if you jump to my last slide here, my second to last, what I want you to 

take home from this is that immunoassays are available to measure fentanyl in urine and 

most of those assays target fentanyl, with a very limited cross-reactivity for norfentanyl. 

In oral fluid, concentrations are higher than we see in blood, but lower than we see in 

urine. 

There are no FDA cleared immunoassays for fentanyl in oral fluid, and 

there are very few immunoassays in general.  Some laboratories might be able to use, 



 
 

    

 

  

  

   

  

 

 

  

   

 

 

 

 

 

   

 

 

  

 

    

  

  

39 

screen for fentanyl using a different assay as a lab-developed test after validation in their 

own laboratories. 

A different example, possibility, that we haven't talked about is the LC-

MS/MS based screening that for example CRL just told us that they're using, and there's 

also some screening devices that go straight to mass spectrometry such as the RapidFire, 

the VeriSpray, or the Luxon that can be used to do mass spectrometric screen. 

That's sort of what I have.  If we jump to my last screen, I have put up my 

email on this screen and a nice view of our RTI campus down in North Carolina, but if 

you have any further questions or comments for me, feel free to send me an email if we 

don't get to it in the discussion after this presentation.  Thank you so much for your 

attention. 

MS. DAVIS: Thank you very much, Svante.  Does anybody on the board 

have any questions? 

Bodhan. 

DR. BACZARA: Hi, Svante, Bodhan from Transportation.  Great 

presentation.  Just I want to clarify what I heard, and please tell me if I misheard.  But 

you said in the Harper study where the concentrations were greater than 20 nanograms 

that it showed impairment.  Did I hear that correctly, or was impairment determined by 

other methods and that I'm trying to get clarification on that. 

DR. VIKINGSSON: Yes, so you heard correctly that they were impaired.  

So what it is that it's a population of individuals who have been arrested for DUID.  That 

is what we know about the population, and typically when you get arrested for DUID, 

you have done something in traffic that shows impairment.  So, there's no cutoff I think 

that we can say where it shows impairment.  What we can say is that impaired drivers 



 
 

    

 

 

   

 

    

 

  

  

 

     

 

   

    

  

      

   

    

 

  

    

     

   

40 

seem to have higher concentration of fentanyl in their oral fluid than people who are 

tested for workplace drug testing.  Does that answer your question? 

DR. BACZARA: It does, thank you. 

MS. DAVIS: Any other questions from the board? 

DR. VIKINGSSON: Okay, thank you, everybody. 

MS. DAVIS: Thank you, Svante.  Appreciate that. 

MR. FLEGEL:  Thank you, Svante. 

Our next presentation is the Cost and Benefits Analysis regarding the 

Analyte Table Changes with Fentanyl and MDMA and MDA by Dr. Ruth Winecker at 

RTI.  Ruth, go ahead when you're ready. 

Agenda Item: Presentation: Cost and Benefits Analysis regarding the 

Analyte Table Changes 

DR. WINECKER: Hi, everybody. So I just want to reorient everyone 

back to prevalence data across the spectrum of what we test for in the Federal Program, 

and so I have some drug prevalence data here from the 2022 NFLIS data, and NFLIS 

stands for National Forensic Laboratory Information System.  So, this is crime lab data 

from exhibits submitted to the crime labs for analysis from arrests and seizures, et cetera, 

and then the Federal Workplace data, which is 2023 data, both of these data sources are 

our most up-to-date references for these. 

So as you can see with the NFLIS data, the first three, or the top three, in 

that program are methamphetamine, cocaine, and fentanyl as analyzed in these seized 

exhibits, and the first five -- so that would also include cannabis and heroin -- account for 

73 percent of all the drug reports that come out of crime laboratories.  So, the highest 
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prevalence of all these analytes and the first top five account for mostly three-quarters of 

the reported positives from these crime laboratory data in seized exhibits. 

Now, with the workplace drug testing population, we see here that 

cannabis is number one.  THC cannabis is number one, followed by amphetamine, and 

amphetamine here, the high positivity for amphetamine is mostly due to the prescription 

use of amphetamine, whereas with the seized drug data, very little of the seized drug is 

going to be that particular drug because again it is a prescription medication, although 

there is an underground market for prescription medications, so you can see here 

oxycodone, amphetamine, hydrocodone are all in the top 20. 

And then I would like to bring your attention here to MDMA, which is 

number 19 in the top 20 of drug prevalence in the NFLIS and that's at .3 percent, so .28 

percent, and then the MDMA prevalence in Federal Workplace Drug Testing is around 

.002 percent, and we have fentanyl which is around 14 percent of all drug reports for the 

NFLIS data and we're estimating around .2 percent prevalence in federally regulated 

workplace testing, but as Dr. Kuntz showed us earlier, it might be much higher than that.  

But these are our estimates based on our own pulse testing data. 

Okay, so if we go to looking at the cost analysis, we collected information 

from the laboratories, and we did laboratory surveys of cost cutoffs and prevalence 

estimates in both urine and oral fluid, and I'll talk first about urine and then I'll follow 

with oral fluid, and the cost analysis we did was exactly like the cost analysis that was 

performed in 2015 when the semi-synthetic opioids were added to the Federal Program.  

Our assumptions here are that the laboratory information reported to the NLCP surveys 

has not changed substantially.  So there's no big change in the price of reagents for 

fentanyl, and the estimated initial tests and confirmation rates will be similar to our pulse 
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testing rates and that the total number of federal employees and applicants tested has not 

changed as well. 

So in our survey, 84 percent of our HHS-certified laboratories test non-

regulated workplace specimens for fentanyl and/or norfentanyl.  Two labs currently offer 

fentanyl testing for federal agency specimens upon request, and this is usually on a 

reasonable suspicion basis, and then the test panels from the laboratories initial test 

cutoffs range from .5 to 2 nanograms per milliliter across these laboratories, and then the 

confirmation cutoffs range from .5 to 2 for fentanyl and .5 to 5 nanograms per milliliter 

for norfentanyl.  The cost reported to the NLCP from the survey ranged from $.23 to $5 

per specimen, and this would be dependent upon on the type of analysis that is used to 

test for this analyte, and then confirmation testing ranged from $8 to $25 per specimen. 

Looking at oral fluid capabilities, 43 percent of the laboratories already 

offer oral fluid testing to non-regulated clients.  Seventy-one percent test oral fluid 

specimens for fentanyl and/or norfentanyl, and then testing panels, the initial test cutoffs 

range from 1 to 4 nanograms per milliliter for fentanyl, and confirmation cutoffs range 

from .5 to 1 nanograms per milliliter for fentanyl.  The costs reported to us were about 

$.80 to $1 per specimen for initial testing and then $22 to $25 per specimen for 

confirmation. 

So in order to get into the actual costs, we need to estimate the prevalence. 

There are three pulse testing studies, and then survey data from the laboratories here.  So 

our first pulse testing study was done in 2017.  This information was presented at a 

previous DTAB meeting.  So those slides are available for anyone wanting to dig into this 

data. 
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There was a homogeneous enzyme immunoassay with a cutoff of 1 

nanogram per milliliter.  There were three initial test positive specimens and two 

confirmed. 

Then there was an ELISA assay that was used.  This is urine data, by the 

way, just to reorient you to what we're looking at.  The cutoff was .75 nanograms per 

milliliter.  There were three initial test positives and three confirmed.  So 100 percent 

confirmed. 

And then in 2019, we did a second pulse testing study, EIA #2, with a 

cutoff of 1 nanogram per milliliter, and we did a little over 2,000 specimens.  Eight tested 

positive, but only two confirmed.  So very low confirmation rate with that particular 

immunoassay. 

Then in 2022, we did another pulse testing study.  This is a special 

population.  This is morphine-positive immunoassay specimens.  So any specimen that 

tested positive by the morphine immunoassay or opiates immunoassay at a 2,000 

nanograms per milliliter cutoff was then screened for fentanyl. 

We had 504 specimens; 113 of them tested positive, with a 22 percent 

positivity rate in that special group. And then 102 of them were positive for fentanyl on 

confirmation and 110 were positive for norfentanyl.  So the norfentanyl positivity was 

higher than the fentanyl positivity in this population.  That would be a cutoff of 1 

nanogram per milliliter. 

And then we did our survey data.  So, this is just survey data from the 

laboratories with an initial test positivity of .1 to 1 percent, and then 83 to 89 percent then 

go on to be confirmed on the responses to our data. 



 
 

  

 

 

   

   

 

  

  

  

  

   

 

    

  

  

 

  

  

  

 

   

     

 

44 

All right, so using all this information and using about a positivity rate of 

around .2 based on our estimated positivity and the ranges, we know that administrative 

costs will likely be incurred by the laboratories to add fentanyl to the panels.  There will 

be IT costs, et cetera.  Laboratories that already offer fentanyl and norfentanyl at the 

proposed cutoffs will likely experience less costs than those not currently offering these 

tests. 

And the total cost estimate to add fentanyl is around $9,139 to $192,850 

per year.  This is for federal specimens, an estimated 38,000 federal specimens per year. 

So with initial testing of $.23 to $5 per specimen, the initial testing range is almost 

$9,000 to $190,000 per year, with confirmation testing at a .2 positivity rate, total for 

confirmation testing is $304 to $2,850 per year, and if you divide that by all the 

specimens screened, you have less than 1 cent to around 8 cents per submitted specimen. 

So to summarize fentanyl.  We have areas of agreement or pros.  There are 

a number, a majority, of HHS-certified laboratories that already test for fentanyl. 

Fentanyl prevalence is the third most frequently identified drug in seized drug exhibits, so 

14 percent of total workplace positivity is similar to cocaine, at around .2 percent.  This is 

a safety issue in regulated testing and if we add fentanyl, it is believed that we'll have 

improved deterrence against drug abuse. 

Areas of concern.  The immunoassays currently in use are targeted only 

towards fentanyl.  These EIAs have low specificity for norfentanyl, and studies have 

shown that in populations where people are prescribed fentanyl, 30 percent of those 

populations are only positive for norfentanyl in urine.  So we'll miss people because we're 

only able to target fentanyl.  And the costs are higher than more established targets like 

THCA. 
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All right.  And just as a reminder, we didn't do any cost estimates for 

adding fentanyl to oral fluid, because we don't have any oral fluid labs yet. 

So MDMA/MDA cost information.  So as you know, it's proposed that we 

will remove MDMA/MDA from the testing panel.  Information collection, reagents cost 

survey.  So $.10 to $1 for initial testing and $8 to $25 for confirmation testing per 

specimen. The prevalence is from our NLCP nonnegative specimen lists, prevalence 

ranges from .001 to .003 percent.  We also know that about more than 25 percent of these 

specimens are actually agency blind samples.  So, they're not real specimens. 

And then so based on these estimates, that is one or fewer federal agency 

specimens per year estimated to be positive for MDMA.  So, the actual estimate is .4 

people per year in federal agency specimens. 

Again, the cost analysis was done, the reference from the 2015 proposed 

urine Mandatory Guidelines when the semisynthetic opiates were proposed to be added. 

Our same assumptions as with the fentanyl.  Total number of federal employees and 

applicants tested has not changed.  Reagent costs have not changed substantially since the 

information was collected. 

So there will be some administrative costs that will likely be incurred to 

remove this from the panel, and total cost savings to remove MDMA range from $3,800 

to $38,000 per year.  Again, that's based on initial testing of $.10 to $1 per specimen and 

then we didn't add any money to the pot for estimates and cost savings, because the 

positivity rate is low enough that this cost is negligible to the whole system. 

So there are pros and cons here.  Areas of agreement.  MDMA/MDA 

prevalence, it's the lowest of the tested analytes. That would be less than one federal 

agency positive per year.  It's the 19th most frequently identified drug in seized drug 
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exhibits with a positivity of around .28 percent of the total.  Similarly acting drugs like 

psilocin/psilocybin have higher prevalence in the NFLIS surveys, .84 percent. 

There are costs of maintaining the assay, PT testing with NLCP, and then 

annual assay reverification for the laboratories. 

So areas of concern, cons.  Deterrence of use of this particular drug may 

not last if we don't test for it anymore.  Recent interest in MDMA for treatment of 

depression and PTSD. 

But one of the things I wanted to bring attention to here is that we might 

not actually be getting the right data.  So dipentylone is commonly marketed as MDMA 

(audio dropped) 

(Discussion of audio issues.) 

MS. DAVIS: This was her last slide in her presentation.  So just to finish 

her statement, that dipentylone is commonly marketed as MDMA, so true demand for 

this drug may not be accurately represented by this data. 

And unfortunately that's it for her presentation, and we can't ask questions 

at this time.  Maybe she'll hop back on shortly and we can circle back to her for any 

questions. 

With that, let's move on to the presentation about the comments we 

received following the last, following the FRN for analyte table changes. We received 

public comments, and Kaitlynn Busto from RTI will give a presentation on the comments 

received. 
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Agenda Item: Presentation: Comments Received Regarding Analyte 

Table Changes 

MS. BUSTO: Thank you, Lisa.  My name is Kaitlynn Busto.  I'm with the 

National Laboratory Certification Program at RTI International, and I'll be presenting on 

the comments received regarding analyte table changes. 

The public comment period regarding analyte table changes was open 

from October 17, 2023, to January 4, 2024.  During that time, we received a total 176 

comments from 118 commenters discussing the addition of fentanyl and norfentanyl to 

the analyte tables, the initial and confirmatory test cutoffs in both urine and oral fluid, 

and the removal of MDMA/MDA from the analyte panel. 

For the addition of fentanyl and norfentanyl, of the comments received, 

the overwhelming majority supported the additional of fentanyl to the analyte panel, with 

some of the reasons cited the inclusion of the opioid epidemic and the increased number 

of overdose deaths associated with fentanyl use, use of fentanyl in safety sensitive 

positions, and the public health crisis we face, along with the ease of availability and 

counterfeit illicit manufacturing. Furthermore, an additional 20 commenters agreed with 

the addition of norfentanyl to the analyte table.  

On the other end, there were three commenters that disagreed with the 

addition of fentanyl.  Some of the reasons given included that they believed testing for 

this to be expensive, they stated its short window of detection, thinking it would be 

difficult to find true positives that reflect recent usage; the rulemaking process is time-

consuming, and that ultimately another analyte to be tested or added to the drug testing 

panel would further exacerbate the truck driver shortages. 
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These were the proposed cutoffs for fentanyl and norfentanyl, in both 

urine and oral fluid, with just testing for fentanyl in oral fluid, with a 1 nanogram per mL 

initial test cutoff and a confirmatory cutoff of 0.5 nanograms per mL. 

The initial test cutoffs and norfentanyl in urine.  There were multiple 

commenters that agree with the proposed 1.0 nanogram per mL initial cutoff for fentanyl. 

There's currently FDA-compliant screening kits that have this testing capabilities, so it 

would not be difficult to implement this for Federal Workplace Drug Testing.  Urine is a 

well-established and less complex matrix. So that transition would be relatively easy to 

adopt. 

There were multiple commenters that disagreed with the initial test cutoff, 

and there were no commenters that agreed with the proposed initial cutoff for 

norfentanyl. 

There was one commenter that suggested a cutoff of 0.75 nanograms per 

mL, but they did not provide any justification to support this. 

Some of the primary reasons given for disagreeing.  This cutoff would 

push the limits of traditional immunoassay technologies, making it difficult to achieve 

acceptable results, controls of plus or minus 25 percent. 

For norfentanyl, commenters stated that there is no immunoassay kit 

available with sufficient cross-reactivity for fentanyl and norfentanyl, with the current 

FDA-cleared kits with fentanyl as a target, the cross-reactivity for norfentanyl is less than 

10 percent, and this would not suffice SAMHSA requirements of greater than or equal to 

80 percent cross-reactivity.  They also cited that there is no FDA-cleared immunoassay 

kit with norfentanyl as the target analyte. 
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Additionally, commenters pointed out that if an immunoassay kit were to 

be developed with norfentanyl as the target, it would be an additional cost on the 

laboratories to validate and bring those methods online. 

Multiple commenters stated that since norfentanyl is not 

pharmacologically active, it could just be used as a confirmatory analyte and not used for 

the initial test. 

One commenter suggested that if norfentanyl were to remain a target 

initial test analyte, to reduce the cross-reactivity requirement to greater than 5 percent 

since norfentanyl is often found in substantially concentrations than fentanyl. 

For the urine confirmatory test panels for fentanyl and norfentanyl, there 

was one commenter that agreed with the 0.5 nanogram per mL cutoff for both analytes, 

and there were several commenters that disagreed with the proposed cutoff. 

One commenter provided data from the nonregulated testing pool from 

2022 to 2023, where 1.6 percent of this population had a fentanyl result of less than 1 

nanogram per mL.  More than 15 percent of the same testing pool had a concentration 

that was greater than 100 nanograms per mL of fentanyl, and over 1,000 nanograms per 

mL for norfentanyl. 

One commenter provided data that was presented at SOFT that showed 

extended elimination of norfentanyl where levels as high as 8.2 nanograms per mL were 

detected one month after cessation of use after an initial norfentanyl concentration of 

1,100 nanograms.  This same individual had an initial fentanyl result of 410 nanograms 

per mL that fell to 3.6 nanograms per mL after one month.  This commenter further cited 

that this would present legal challenges with such low cutoffs and recommended 
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SAMHSA move forward with a higher confirmatory cutoff, but did not suggest 

(inaudible). 

For the oral fluid initial test cutoff for fentanyl, there were numerous 

commenters that disagreed with the 1 nanogram per mL initial test cutoff for fentanyl in 

oral fluid.  Some of the reasons provided included the lack of a current FDA-approved 

immunoassay kit.  If an immunoassay kit were to be developed that were cleared, it 

would be premature to set this as the target cutoff without having a product on the market 

that can achieve this limit. 

Without the use of an FDA-approved immunoassay, laboratories would 

need to use an alternate mass spec screening tool.  This would be a burden and create an 

additional cost to the labs.  This cost could potentially be passed onto employers with the 

fear that because of these added costs, there would be less adoption of oral fluid as an 

alternate matrix. 

Another commenter said that oral fluid devices that contain a buffer 

include a threefold or fourfold dilution versus those collection devices that are neat. 

These buffered collection devices might not be able to routinely satisfy all the NLCP 

stringent requirements such as the plus or minus 25 percent for quality controls or the 40 

percent below the cutoff. 

One commenter suggested an oral fluid initial test cutoff of 2 to 4 

nanograms per mL, while another commenter suggested a 5 nanogram per mL cutoff.  

One commenter did request research to justify the program specified 1 nanogram per mL. 

For oral fluid confirmatory test cutoff for fentanyl, there were multiple 

commenters that disagreed with this 0.5 nanogram per mL cutoff.  Some of the reasons 

provided as justification included laboratory challenges in achieving and maintaining 
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robust assays that support this cutoff. For example, the Quantisal collection device uses a 

buffer in a 1 to 4 dilution.  So samples at the cutoff of 0.5 nanograms per mL in a neat 

sample would be 0.125 nanograms per mL in this buffered collection device. 

Per our program requirements of 40 percent control below the cutoff, 

laboratory methods would need to be able to detect 0.2 nanograms per mL in neat oral 

fluid and 0.05 nanograms per mL in devices with the diluent with the LOQ further below 

that, and stated that laboratories would have some challenges in achieving these limits 

consistently. Additionally, at these low concentrations, the sample might be susceptible 

to carryover on the instrument. 

One commenter did suggest a confirmatory cutoff of 1 nanogram per mL. 

For the removal of MDMA and MDA, there were several commenters that 

support the removal of MDMA and MDA from the analyte panel, provided that the 

effective data of removal is consistent with DOT's 49 CFR Part 40.  They included as 

justification that this has the lowest positivity rate of any group and that removal from the 

analyte panel will not adversely affect workplace and public safety. 

One commenter suggested that if SAMHSA were to move forward with 

the removal of MDA but wished to maintain MDMA, this could be a part of the grouped 

amphetamines, as many commercially available immunoassay kits maintain a greater 

than 70 percent cross-reactivity to MDMA. 

There were several commenters that disagreed with the removal of 

MDMA and MDA.  One commenter noted that if DOT does not adopt the removal of 

these two analytes, it could create an additional or burden for the laboratory staff to have 

to do both DOT testing panels with and without these analytes. 
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Additional support given was that by removing MDMA and MDA, it 

could cause an increased burden on laboratories with validated confirmatory methods that 

have all grouped amphetamine analytes in a single assay, necessitating additional 

methods to remove these analytes. 

Several commenters stated that even though it currently has the lowest 

positivity rate of any test group, not testing for these analytes could lead to increased use 

and higher abuse. One commenter also stated that by removing these analytes, 

laboratories would likely not have a resultant cost savings and just disagreed with their 

removal altogether. 

Furthermore, a commenter stated that the recent clinical research for 

treatment of PTSD using MDMA could potentially lead to higher use, and the rarity of 

MDMA and MDA positives could be evidence that testing for these analytes deters 

usage, and they suggested to not remove it from the panel. 

That concludes my presentation, and with that, I'll hand it back to Lisa.  

Thank you. 

MS. DAVIS: Thank you very much for that presentation, Kaitlynn. 

Does anybody have any questions for Kaitlynn? 

(No response.) 

Okay, then, thank you very much, Kaitlynn, for the presentation. 

Did anybody have any questions for Ruth on her presentation?  Did you 

want to finish up your one last comment? 

DR. WINECKER: I'm not sure where I dropped off, but was I talking 

about dipentylone?  Okay, so my point here is that dipentylone is commonly marketed as 

MDMA, which might be masking the true demand for this type of drug.  Dipentylone has 
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a higher prevalence in drug exhibits and crime labs.  The tablets are often sold to 

consumers as MDMA but contain the dipentylone instead.  So, raising the possibility that 

we're actually testing for the wrong thing.  The dipentylone prevalence in the NFLIS data 

is around .66 percent, as compared to MDMA is at .28 percent. 

So that was it. 

MS. DAVIS: Thanks, Ruth.  Were there any questions from the board 

about Ruth’s presentation? 

(No response.) 

Okay, hearing none, thank you very much, Ruth.  Appreciate that. 

And for the next presentation, we are circling back to Ron to give the 

summary on the analyte table change and where we stand now. 

Agenda Item: Summary: Analyte Table Changes 

MR. FLEGEL: So I wanted to circle back.  I had given this presentation 

in the last meeting.  We had made some really minor, I would say, minor revisions, but 

there's also some noted revisions that I want the public and stakeholders to be aware of in 

the proposed analyte table change process.  I also want to thank Kaitlynn and Ruth for 

their presentations, because it is informative to what we want to now do in moving this 

proposed table change forward. 

So with that, if you can put up the next slide. This was the process for the 

drug testing panel changes.  I identified this last time in a flowchart. We also -- I do want 

to make it clear, because it may not have been as clear, but in the timeframe, this is on a 

quarterly basis or as needed, which means that this may not be every year we propose this 

process.  There may be some years that we have no changes in the analyte table, either 
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removal or addition of any of the analytes.  It might go for two years, it depends, depends 

on emerging issues, it depends on what we're seeing and what we're testing. 

So with that, I just wanted to just again go through the process.  Number 

one, we monitor for potential panel changes.  This would be new analytes removed or 

existing analytes or cutoff changes, which makes it much easier in the future, I believe, 

on an annual basis, to make the changes that we need to make. 

We will have a DTAB meeting.  This is to present the information on 

potential panel changes, which we've done.  We've now had multiple sessions of DTAB 

where we presented the information for DTAB federal partners, et cetera, on these table 

changes or the proposed table changes of what we're looking at. 

We reviewed public comments, as Kaitlynn just gave the presentation 

around public comments of what we saw.  There was, I would say, significant comments, 

since it was only the addition really of fentanyl, but also the removal of MDA and 

MDMA. 

At the next DTAB meeting for federal partners also we present the 

comments and responses to those comments.  So again, the responses will be in the 

preamble of the FRN.  Usually in the DTAB, we don't necessarily talk about responses.  

We have that in the actual preamble of what will go out as an FRN in the table change. 

So again, in five, DTAB responses to SAMHSA's recommendation, and 

that would be the recommendation now or proposed that we move forward proposing to 

add fentanyl and remove MDMA and MDA. 

We submit for Federal Agency review, as everyone's aware of, we have 

our federal ex officio partners on this DTAB for public, they can see this.  They want to 

make any comments regarding this, I think that would be informative for the public. 
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And then the drug testing panel Federal Register Notice.  Again, that will 

be a Federal Register Notice, with the proposals or the analyte table changes and the 

preamble of that information received from the public in addition we will also implement 

or set an effective date to start the either removal or analyte table changes, and that will 

all work out as to the timeframe for proficiency testing samples, how long it would take 

for the laboratories to make these changes, immunoassays that are available, not, that are 

validated, not validated, et cetera.  So, there is a number of items that we will look at 

outside of just proposing obviously these changes to the analyte table. 

Within that, I left in the review process just as a written outside of the 

actual flowchart.  But again, as an ongoing monitoring for potential panel changes as 

identified in my earlier presentation, that's why we want to create this new emerging 

section so that we can take this on on an annual basis and look at this continually. 

So again, review the scientific and medical literature, review drug 

prevalence including all the information and data around that, solicit and review 

information from federal partners of what they're seeing around their regulated testing 

sector, Department of Defense, Nuclear Regulatory Commission, et cetera. 

We then have a quarterly DTAB meeting, we present the information, and 

this FRN was three weeks prior to the meeting.  The DTAB meeting date and time is set. 

The agenda including the timeframe and the method of providing public comments is set, 

which we have now.  I think we're still working on that a little bit to make sure that those 

comments will be accessible to the public as they want to go in and look in that.  

Actually, as Kaitlynn identified, there's a significant amount of comments that were with 

this.  So, then we have the DTAB meeting, the basis for the panel changes, discussion of 
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related costs and benefits, which Ruth gave, and then the review of the public comments, 

which we have done.  We have put those all categorized, put them all together. 

The next would be the DTAB meeting, present comments and responses.  

That would be this meeting.  An FRN would be three weeks prior to the meeting, which 

we identified and sent out for the public to look at. 

On five, DTAB responds to the SAMHSA recommendation. 

Six, federal partner review or federal review process.  That would be an 

OMB process of sending this FRN up through OMB for what I am going to say would be 

an expedited review, because the process has been approved by the public to move in this 

direction. 

And then we review and respond to comments, again, depending on 

comments in this, there may be multiple rounds, and then give the status updates and 

panel changes at the quarterly DTAB meetings. 

Again, this is an ongoing process, continually.  Sort of the timeframe of 

what we would expect to see in the future, once we initiate this process or what we're 

doing now, is in June timeframe is when we would give the presentation.  

September/October timeframe is when we would present the information and/or the 

recommendation of what we're going to do.  In the December/January timeframe would 

be the FRN notice that would go out, and then sometime in that far in the next quarter, 

say, up to March/April, we send out a final FRN notice with the table change and 

implementation or effective date.  So that's how it's sort of going into annual basis, and 

again, I don't want to speak for DOT, but that would be a DOT would then follow with an 

NPRM, et cetera.  Bo can comment on that if he wants to. 
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Drug testing panel Federal Register Notice, and again, annually as needed.  

Won't be every year.  It may be every year.  So again, what it would be as needed, we 

would look at this on an annual basis. 

With that said, we also would be the basis for the panel changes.  That 

would be in the preamble, and then the implementation date as I mentioned. 

So I want to make this clear for stakeholders and the public.  In November 

17, 2023, we sent out a Federal Register Notice for the December 5, 2023 DTAB meeting 

which had the fentanyl and norfentanyl initial test cutoffs at 1; confirmatory cutoffs at 0.5 

and 0.5 for norfentanyl in urine.  In oral fluid, we recommended 1 as an initial test cutoff 

and confirmation cutoff on 0.5 nanograms per mL. 

And then again, remained the same.  Urine and the oral fluid analytes, we 

were to remove MDMA or were proposing to remove MDMA and MDA from both the 

urine and oral fluid testing panels.  So, I want to make that clear that was November 17 

for December 5 DTAB meeting. 

On February 9, 2024, after the comment period had closed and we've 

started to look and evaluate these comments and what was given, as Kaitlynn presented, 

we sent out a Federal Register Notice for this DTAB meeting, March 5, 2024 DTAB 

meeting, and we're recommending now changes to that, and that would be the urine 

initial test cutoff for fentanyl in urine at 1 nanogram per mL and no initial test for 

norfentanyl, but a confirmatory test analytes for both fentanyl and norfentanyl at 1 

nanogram per mL. 

We include only fentanyl, not norfentanyl, as a sole initial test analyte for 

urine.  We raised the confirmatory test cutoff for both fentanyl and norfentanyl in urine 
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from 0.5 basically to 1 nanogram per mL.  And in oral fluid we raised the confirmatory 

test cutoff of fentanyl to 1 and the confirmation cutoff to 1. 

So again, and then the removal of MDMA and MDA for both urine and 

oral fluid remain the same.  So again, I did want to make that clear for stakeholders, 

manufacturers, et cetera, who needs this data.  That will be the recommendation of what 

moves forward on the addition of fentanyl and norfentanyl. 

I just again, we've seen some of the prevalence data, but again, I just 

wanted to show the prevalence is sort of interesting.  THC has obviously increased, 

cannabis.  Amphetamines have shown an increase.  Hydrocodone/hydromorphone has 

shown a decrease along with oxymorphone has shown a decrease. 

Benzoylecgonine is actually over the last four years has continually 

showed a small increase, which is a concern, and then the codeine/morphine has 

continually shown a decrease.  It will be interesting now that we have instituted at least in 

the federal agency the cutoff change for morphine to see what we're seeing with the 

morphine levels reported as positive. 

6-acetylmorphine has continued to decline.  When and if -- I should say 

just when or if we add the fentanyl, it will be interesting to see that as far as prevalence, if 

that -- it's close around the 6-acetylmorphine or much higher.  I would expect it to be 

much higher than that 6-acetylmorphine. 

PCP, you can see it declined, and then MDMA has stayed relatively the 

same at about 0.002 percent. 

So again, in the recommendation, we have recommended or will 

recommend to remove the MDMA and MDA.  Again, as was pointed out earlier, I think 

to put this in context, at .002 percent, for regulated, the regulated industry, that's about 1 
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per 100,000.  So it's not -- it's still a drug that we don't want as a safety issue, but again, 

the prevalence is relatively small compared to other analytes that we do test. 

With that, I want to open up for any DTAB board members, whether it's 

discussion or questions you may have.  This is the December 2023 DTAB meeting link, 

and also the March 2024 DTAB meeting link, and Lisa, if you can say, are the comments 

now linked attached to these, do we know? 

MS. DAVIS: So the public comments have been posted on the December 

meeting link, the table of public comments. 

MR. FLEGEL: So you will have the table of public comments that's on the 

December 2023 link. 

MS. DAVIS: And I can have them posted again on the March link as well. 

MR. FLEGEL: Which again, the comment period closed on January 4, 

2024. 

Thank you for your time, attendance of this, and I'll open it up to the board 

if there's any questions, and then I'll go back over to Lisa. 

MS. DAVIS: Okay, there are no questions from the board.  We now move 

to the public comment period.  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 who registered online to provide a public comment.  So please use the raise-your-

hand feature in the Zoom controls at the bottom of your screen.  When prompted, unmute 

your microphone and ask your question.  Again, state your name and who you are 

representing clearly for the transcriptionist. 

The first public commenter is Brian Drew.  Brian, are you available to 

provide your comment?  Welcome, Brian. 
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Agenda Item: Public Comment 

Brian Drew: Great.  My name is Brian Drew.  I am the director of 

innovation for a service agent in the industry.  Today I'm providing comments for the 

National Drug and Alcohol Screening Association, NDASA.  We're the largest trade 

association representing employers and their drug and alcohol testing industry service 

agents in the United States.  NDASA thanks the Division of Workplace Programs and the 

Department of Health and Human Services for this opportunity to provide public 

comment on this latest update about the proposed changes to the Federal Drug Testing 

Panels. 

NDASA respectfully submits the remarks contained in this later in 

response to the Federal Register Notice dated February 5, 2024. 

We acknowledge and applaud DWP for announcing that it will remove 

MDA and MDMA from the testing panels for both Urine Mandatory Guidelines and the 

Oral Fluid Mandatory Guidelines.  In our comments dated February 5, NDASA 

supported this part of the proposal.  In addition, we appreciate DWP's decision to retain 

PCP in the testing panel, because PCP remains a matter of considerable concern in the 

DOT-regulated industries. 

In our December 5 comments, NDASA had expressed concern about 

whether there was research to support the 1 nanogram per milliliter cutoff proposed for 

fentanyl.  We appreciate that today's DTAB meeting is taking a deeper look into that 

subject of the cutoff for fentanyl. 

Finally, we acknowledge that DWP appears to have heard our concerns 

about ensuring the drug panel changes will have long-term effective dates to implement 

simultaneous testing panel changes for urine and for oral fluid for both DWP and DOT. 
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As you know, the NDASA membership is very concerned about what will happen if HHS 

and DOT have different effective dates.  We continue to ask DWP to ensure that there 

will not be separate testing panels for federal agency testing versus DOT agency testing. 

We respectfully continue to request extended effective dates for any changes to add or 

remove a drug from the testing panels and that the effective and implementation dates are 

fully synchronized with the DOT effective dates. 

Thank you again for the opportunity to provide public comment. 

MS. DAVIS: Thank you very much, Brian, for your comment.  We 

appreciate that. 

MR. FLEGEL: Thanks, Brian. 

MS. DAVIS: Is there anyone else whose name wasn't called who wishes 

to make a public comment?  If so, please use the raise-your-hand feature and we will 

elevate you to speaker. 

Seeing no raised hands, I now end the public comment section of this 

meeting.  I now turn it back to Ron Flegel for closing remarks. 

MR. FLEGEL: Thank you, Lisa.  I really do appreciate the time and all the 

attention that went into the presentations today.  Also, to be able to present to the public 

this information so you sort of know exactly the direction that DWP is thinking and what 

we're doing, especially important as we go through these process changes and implement 

these initiatives that we have now in the revisions to urine and oral fluid around the 

analyte table. 

So again, I want to thank all of the board members, all the presenters, all 

the information that was presented, and I will offer that if there are any questions that 

stakeholders or manufacturers or anything have, please feel free to call DWP and/or RTI 
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so we can set up something to discuss.  This is important as a program.  We need to make 

sure we're all in lockstep, as said by Brian.  I think that is also important, we're trying our 

hardest to make sure it's lockstep in the federally regulated drug testing sector. 

But again, thank you for attending.  We had a pretty good turnout and 

attendance.  I saw some of the numbers, which were good.  So, I do appreciate it.  Again, 

I offer that if anybody has any questions, feel free to contact us so we can discuss. 

With that, I'll turn it back over to Lisa. 

Agenda Item: Adjournment 

MS. DAVIS: Thank you, Ron.  With that, I adjourn this open session of 

the Drug Testing Advisory Board.  The time is now 12:32 p.m. Eastern.  Thank you all. 

(Whereupon, at 12:32 p.m. the meeting was concluded.) 
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	A different example, possibility, that we haven't talked about is the LC-MS/MS based screening that for example CRL just told us that they're using, and there's also some screening devices that go straight to mass spectrometry such as the RapidFire, t...
	That's sort of what I have.  If we jump to my last screen, I have put up my email on this screen and a nice view of our RTI campus down in North Carolina, but if you have any further questions or comments for me, feel free to send me an email if we do...
	MS. DAVIS: Thank you very much, Svante.  Does anybody on the board have any questions?
	Bodhan.
	DR. BACZARA: Hi, Svante, Bodhan from Transportation.  Great presentation.  Just I want to clarify what I heard, and please tell me if I misheard.  But you said in the Harper study where the concentrations were greater than 20 nanograms that it showed ...
	DR. VIKINGSSON: Yes, so you heard correctly that they were impaired.  So what it is that it's a population of individuals who have been arrested for DUID.  That is what we know about the population, and typically when you get arrested for DUID, you ha...
	DR. BACZARA: It does, thank you.
	MS. DAVIS: Any other questions from the board?
	DR. VIKINGSSON: Okay, thank you, everybody.
	MS. DAVIS: Thank you, Svante.  Appreciate that.
	MR. FLEGEL:  Thank you, Svante.
	Our next presentation is the Cost and Benefits Analysis regarding the Analyte Table Changes with Fentanyl and MDMA and MDA by Dr. Ruth Winecker at RTI.  Ruth, go ahead when you're ready.
	Agenda Item: Presentation: Cost and Benefits Analysis regarding the Analyte Table Changes
	DR. WINECKER: Hi, everybody.  So I just want to reorient everyone back to prevalence data across the spectrum of what we test for in the Federal Program, and so I have some drug prevalence data here from the 2022 NFLIS data, and NFLIS stands for Natio...
	So as you can see with the NFLIS data, the first three, or the top three, in that program are methamphetamine, cocaine, and fentanyl as analyzed in these seized exhibits, and the first five -- so that would also include cannabis and heroin -- account ...
	Now, with the workplace drug testing population, we see here that cannabis is number one.  THC cannabis is number one, followed by amphetamine, and amphetamine here, the high positivity for amphetamine is mostly due to the prescription use of amphetam...
	And then I would like to bring your attention here to MDMA, which is number 19 in the top 20 of drug prevalence in the NFLIS and that's at .3 percent, so .28 percent, and then the MDMA prevalence in Federal Workplace Drug Testing is around .002 percen...
	Okay, so if we go to looking at the cost analysis, we collected information from the laboratories, and we did laboratory surveys of cost cutoffs and prevalence estimates in both urine and oral fluid, and I'll talk first about urine and then I'll follo...
	So in our survey, 84 percent of our HHS-certified laboratories test non-regulated workplace specimens for fentanyl and/or norfentanyl.  Two labs currently offer fentanyl testing for federal agency specimens upon request, and this is usually on a reaso...
	Looking at oral fluid capabilities, 43 percent of the laboratories already offer oral fluid testing to non-regulated clients.  Seventy-one percent test oral fluid specimens for fentanyl and/or norfentanyl, and then testing panels, the initial test cut...
	So in order to get into the actual costs, we need to estimate the prevalence.  There are three pulse testing studies, and then survey data from the laboratories here.  So our first pulse testing study was done in 2017.  This information was presented ...
	There was a homogeneous enzyme immunoassay with a cutoff of 1 nanogram per milliliter.  There were three initial test positive specimens and two confirmed.
	Then there was an ELISA assay that was used.  This is urine data, by the way, just to reorient you to what we're looking at.  The cutoff was .75 nanograms per milliliter.  There were three initial test positives and three confirmed.  So 100 percent co...
	And then in 2019, we did a second pulse testing study, EIA #2, with a cutoff of 1 nanogram per milliliter, and we did a little over 2,000 specimens.  Eight tested positive, but only two confirmed.  So very low confirmation rate with that particular im...
	Then in 2022, we did another pulse testing study.  This is a special population.  This is morphine-positive immunoassay specimens.  So any specimen that tested positive by the morphine immunoassay or opiates immunoassay at a 2,000 nanograms per millil...
	We had 504 specimens; 113 of them tested positive, with a 22 percent positivity rate in that special group.  And then 102 of them were positive for fentanyl on confirmation and 110 were positive for norfentanyl.  So the norfentanyl positivity was high...
	And then we did our survey data.  So, this is just survey data from the laboratories with an initial test positivity of .1 to 1 percent, and then 83 to 89 percent then go on to be confirmed on the responses to our data.
	All right, so using all this information and using about a positivity rate of around .2 based on our estimated positivity and the ranges, we know that administrative costs will likely be incurred by the laboratories to add fentanyl to the panels.  The...
	And the total cost estimate to add fentanyl is around $9,139 to $192,850 per year.  This is for federal specimens, an estimated 38,000 federal specimens per year.  So with initial testing of $.23 to $5 per specimen, the initial testing range is almost...
	So to summarize fentanyl.  We have areas of agreement or pros.  There are a number, a majority, of HHS-certified laboratories that already test for fentanyl.  Fentanyl prevalence is the third most frequently identified drug in seized drug exhibits, so...
	Areas of concern.  The immunoassays currently in use are targeted only towards fentanyl.  These EIAs have low specificity for norfentanyl, and studies have shown that in populations where people are prescribed fentanyl, 30 percent of those populations...
	All right.  And just as a reminder, we didn't do any cost estimates for adding fentanyl to oral fluid, because we don't have any oral fluid labs yet.
	So MDMA/MDA cost information.  So as you know, it's proposed that we will remove MDMA/MDA from the testing panel.  Information collection, reagents cost survey.  So $.10 to $1 for initial testing and $8 to $25 for confirmation testing per specimen.  T...
	And then so based on these estimates, that is one or fewer federal agency specimens per year estimated to be positive for MDMA.  So, the actual estimate is .4 people per year in federal agency specimens.
	Again, the cost analysis was done, the reference from the 2015 proposed urine Mandatory Guidelines when the semisynthetic opiates were proposed to be added.  Our same assumptions as with the fentanyl.  Total number of federal employees and applicants ...
	So there will be some administrative costs that will likely be incurred to remove this from the panel, and total cost savings to remove MDMA range from $3,800 to $38,000 per year.  Again, that's based on initial testing of $.10 to $1 per specimen and ...
	So there are pros and cons here.  Areas of agreement.  MDMA/MDA prevalence, it's the lowest of the tested analytes.  That would be less than one federal agency positive per year.  It's the 19th most frequently identified drug in seized drug exhibits w...
	There are costs of maintaining the assay, PT testing with NLCP, and then annual assay reverification for the laboratories.
	So areas of concern, cons.  Deterrence of use of this particular drug may not last if we don't test for it anymore.  Recent interest in MDMA for treatment of depression and PTSD.
	But one of the things I wanted to bring attention to here is that we might not actually be getting the right data.  So dipentylone is commonly marketed as MDMA (audio dropped)
	(Discussion of audio issues.)
	MS. DAVIS: This was her last slide in her presentation.  So just to finish her statement, that dipentylone is commonly marketed as MDMA, so true demand for this drug may not be accurately represented by this data.
	And unfortunately that's it for her presentation, and we can't ask questions at this time.  Maybe she'll hop back on shortly and we can circle back to her for any questions.
	With that, let's move on to the presentation about the comments we received following the last, following the FRN for analyte table changes.  We received public comments, and Kaitlynn Busto from RTI will give a presentation on the comments received.
	Agenda Item: Presentation: Comments Received Regarding Analyte Table Changes
	MS. BUSTO: Thank you, Lisa.  My name is Kaitlynn Busto.  I'm with the National Laboratory Certification Program at RTI International, and I'll be presenting on the comments received regarding analyte table changes.
	The public comment period regarding analyte table changes was open from October 17, 2023, to January 4, 2024.  During that time, we received a total 176 comments from 118 commenters discussing the addition of fentanyl and norfentanyl to the analyte ta...
	For the addition of fentanyl and norfentanyl, of the comments received, the overwhelming majority supported the additional of fentanyl to the analyte panel, with some of the reasons cited the inclusion of the opioid epidemic and the increased number o...
	On the other end, there were three commenters that disagreed with the addition of fentanyl.  Some of the reasons given included that they believed testing for this to be expensive, they stated its short window of detection, thinking it would be diffic...
	These were the proposed cutoffs for fentanyl and norfentanyl, in both urine and oral fluid, with just testing for fentanyl in oral fluid, with a 1 nanogram per mL initial test cutoff and a confirmatory cutoff of 0.5 nanograms per mL.
	The initial test cutoffs and norfentanyl in urine.  There were multiple commenters that agree with the proposed 1.0 nanogram per mL initial cutoff for fentanyl.  There's currently FDA-compliant screening kits that have this testing capabilities, so it...
	There were multiple commenters that disagreed with the initial test cutoff, and there were no commenters that agreed with the proposed initial cutoff for norfentanyl.
	There was one commenter that suggested a cutoff of 0.75 nanograms per mL, but they did not provide any justification to support this.
	Some of the primary reasons given for disagreeing.  This cutoff would push the limits of traditional immunoassay technologies, making it difficult to achieve acceptable results, controls of plus or minus 25 percent.
	For norfentanyl, commenters stated that there is no immunoassay kit available with sufficient cross-reactivity for fentanyl and norfentanyl, with the current FDA-cleared kits with fentanyl as a target, the cross-reactivity for norfentanyl is less than...
	Additionally, commenters pointed out that if an immunoassay kit were to be developed with norfentanyl as the target, it would be an additional cost on the laboratories to validate and bring those methods online.
	Multiple commenters stated that since norfentanyl is not pharmacologically active, it could just be used as a confirmatory analyte and not used for the initial test.
	One commenter suggested that if norfentanyl were to remain a target initial test analyte, to reduce the cross-reactivity requirement to greater than 5 percent since norfentanyl is often found in substantially concentrations than fentanyl.
	For the urine confirmatory test panels for fentanyl and norfentanyl, there was one commenter that agreed with the 0.5 nanogram per mL cutoff for both analytes, and there were several commenters that disagreed with the proposed cutoff.
	One commenter provided data from the nonregulated testing pool from 2022 to 2023, where 1.6 percent of this population had a fentanyl result of less than 1 nanogram per mL.  More than 15 percent of the same testing pool had a concentration that was gr...
	One commenter provided data that was presented at SOFT that showed extended elimination of norfentanyl where levels as high as 8.2 nanograms per mL were detected one month after cessation of use after an initial norfentanyl concentration of 1,100 nano...
	For the oral fluid initial test cutoff for fentanyl, there were numerous commenters that disagreed with the 1 nanogram per mL initial test cutoff for fentanyl in oral fluid.  Some of the reasons provided included the lack of a current FDA-approved imm...
	Without the use of an FDA-approved immunoassay, laboratories would need to use an alternate mass spec screening tool.  This would be a burden and create an additional cost to the labs.  This cost could potentially be passed onto employers with the fea...
	Another commenter said that oral fluid devices that contain a buffer include a threefold or fourfold dilution versus those collection devices that are neat.  These buffered collection devices might not be able to routinely satisfy all the NLCP stringe...
	One commenter suggested an oral fluid initial test cutoff of 2 to 4 nanograms per mL, while another commenter suggested a 5 nanogram per mL cutoff.  One commenter did request research to justify the program specified 1 nanogram per mL.
	For oral fluid confirmatory test cutoff for fentanyl, there were multiple commenters that disagreed with this 0.5 nanogram per mL cutoff.  Some of the reasons provided as justification included laboratory challenges in achieving and maintaining robust...
	Per our program requirements of 40 percent control below the cutoff, laboratory methods would need to be able to detect 0.2 nanograms per mL in neat oral fluid and 0.05 nanograms per mL in devices with the diluent with the LOQ further below that, and ...
	One commenter did suggest a confirmatory cutoff of 1 nanogram per mL.
	For the removal of MDMA and MDA, there were several commenters that support the removal of MDMA and MDA from the analyte panel, provided that the effective data of removal is consistent with DOT's 49 CFR Part 40.  They included as justification that t...
	One commenter suggested that if SAMHSA were to move forward with the removal of MDA but wished to maintain MDMA, this could be a part of the grouped amphetamines, as many commercially available immunoassay kits maintain a greater than 70 percent cross...
	There were several commenters that disagreed with the removal of MDMA and MDA.  One commenter noted that if DOT does not adopt the removal of these two analytes, it could create an additional or burden for the laboratory staff to have to do both DOT t...
	Additional support given was that by removing MDMA and MDA, it could cause an increased burden on laboratories with validated confirmatory methods that have all grouped amphetamine analytes in a single assay, necessitating additional methods to remove...
	Several commenters stated that even though it currently has the lowest positivity rate of any test group, not testing for these analytes could lead to increased use and higher abuse.  One commenter also stated that by removing these analytes, laborato...
	Furthermore, a commenter stated that the recent clinical research for treatment of PTSD using MDMA could potentially lead to higher use, and the rarity of MDMA and MDA positives could be evidence that testing for these analytes deters usage, and they ...
	That concludes my presentation, and with that, I'll hand it back to Lisa.  Thank you.
	MS. DAVIS: Thank you very much for that presentation, Kaitlynn.
	Does anybody have any questions for Kaitlynn?
	(No response.)
	Okay, then, thank you very much, Kaitlynn, for the presentation.
	Did anybody have any questions for Ruth on her presentation?  Did you want to finish up your one last comment?
	DR. WINECKER: I'm not sure where I dropped off, but was I talking about dipentylone?  Okay, so my point here is that dipentylone is commonly marketed as MDMA, which might be masking the true demand for this type of drug.  Dipentylone has a higher prev...
	So that was it.
	MS. DAVIS: Thanks, Ruth.  Were there any questions from the board about Ruth’s presentation?
	(No response.)
	Okay, hearing none, thank you very much, Ruth.  Appreciate that.
	And for the next presentation, we are circling back to Ron to give the summary on the analyte table change and where we stand now.
	Agenda Item: Summary: Analyte Table Changes
	MR.  FLEGEL: So I wanted to circle back.  I had given this presentation in the last meeting.  We had made some really minor, I would say, minor revisions, but there's also some noted revisions that I want the public and stakeholders to be aware of in ...
	So with that, if you can put up the next slide.  This was the process for the drug testing panel changes.  I identified this last time in a flowchart.  We also -- I do want to make it clear, because it may not have been as clear, but in the timeframe,...
	So with that, I just wanted to just again go through the process.  Number one, we monitor for potential panel changes.  This would be new analytes removed or existing analytes or cutoff changes, which makes it much easier in the future, I believe, on ...
	We will have a DTAB meeting.  This is to present the information on potential panel changes, which we've done.  We've now had multiple sessions of DTAB where we presented the information for DTAB federal partners, et cetera, on these table changes or ...
	We reviewed public comments, as Kaitlynn just gave the presentation around public comments of what we saw.  There was, I would say, significant comments, since it was only the addition really of fentanyl, but also the removal of MDA and MDMA.
	At the next DTAB meeting for federal partners also we present the comments and responses to those comments.  So again, the responses will be in the preamble of the FRN.  Usually in the DTAB, we don't necessarily talk about responses.  We have that in ...
	So again, in five, DTAB responses to SAMHSA's recommendation, and that would be the recommendation now or proposed that we move forward proposing to add fentanyl and remove MDMA and MDA.
	We submit for Federal Agency review, as everyone's aware of, we have our federal ex officio partners on this DTAB for public, they can see this.  They want to make any comments regarding this, I think that would be informative for the public.
	And then the drug testing panel Federal Register Notice.  Again, that will be a Federal Register Notice, with the proposals or the analyte table changes and the preamble of that information received from the public in addition we will also implement o...
	Within that, I left in the review process just as a written outside of the actual flowchart.  But again, as an ongoing monitoring for potential panel changes as identified in my earlier presentation, that's why we want to create this new emerging sect...
	So again, review the scientific and medical literature, review drug prevalence including all the information and data around that, solicit and review information from federal partners of what they're seeing around their regulated testing sector, Depar...
	We then have a quarterly DTAB meeting, we present the information, and this FRN was three weeks prior to the meeting.  The DTAB meeting date and time is set.  The agenda including the timeframe and the method of providing public comments is set, which...
	The next would be the DTAB meeting, present comments and responses.  That would be this meeting.  An FRN would be three weeks prior to the meeting, which we identified and sent out for the public to look at.
	On five, DTAB responds to the SAMHSA recommendation.
	Six, federal partner review or federal review process.  That would be an OMB process of sending this FRN up through OMB for what I am going to say would be an expedited review, because the process has been approved by the public to move in this direct...
	And then we review and respond to comments, again, depending on comments in this, there may be multiple rounds, and then give the status updates and panel changes at the quarterly DTAB meetings.
	Again, this is an ongoing process, continually.  Sort of the timeframe of what we would expect to see in the future, once we initiate this process or what we're doing now, is in June timeframe is when we would give the presentation.  September/October...
	Drug testing panel Federal Register Notice, and again, annually as needed.  Won't be every year.  It may be every year.  So again, what it would be as needed, we would look at this on an annual basis.
	With that said, we also would be the basis for the panel changes.  That would be in the preamble, and then the implementation date as I mentioned.
	So I want to make this clear for stakeholders and the public.  In November 17, 2023, we sent out a Federal Register Notice for the December 5, 2023 DTAB meeting which had the fentanyl and norfentanyl initial test cutoffs at 1; confirmatory cutoffs at ...
	And then again, remained the same.  Urine and the oral fluid analytes, we were to remove MDMA or were proposing to remove MDMA and MDA from both the urine and oral fluid testing panels.  So, I want to make that clear that was November 17 for December ...
	On February 9, 2024, after the comment period had closed and we've started to look and evaluate these comments and what was given, as Kaitlynn presented, we sent out a Federal Register Notice for this DTAB meeting, March 5, 2024 DTAB meeting, and we'r...
	We include only fentanyl, not norfentanyl, as a sole initial test analyte for urine.  We raised the confirmatory test cutoff for both fentanyl and norfentanyl in urine from 0.5 basically to 1 nanogram per mL.  And in oral fluid we raised the confirmat...
	So again, and then the removal of MDMA and MDA for both urine and oral fluid remain the same.  So again, I did want to make that clear for stakeholders, manufacturers, et cetera, who needs this data.  That will be the recommendation of what moves forw...
	I just again, we've seen some of the prevalence data, but again, I just wanted to show the prevalence is sort of interesting.  THC has obviously increased, cannabis.  Amphetamines have shown an increase.  Hydrocodone/hydromorphone has shown a decrease...
	Benzoylecgonine is actually over the last four years has continually showed a small increase, which is a concern, and then the codeine/morphine has continually shown a decrease.  It will be interesting now that we have instituted at least in the feder...
	6-acetylmorphine has continued to decline.  When and if -- I should say just when or if we add the fentanyl, it will be interesting to see that as far as prevalence, if that -- it's close around the 6-acetylmorphine or much higher.  I would expect it ...
	PCP, you can see it declined, and then MDMA has stayed relatively the same at about 0.002 percent.
	So again, in the recommendation, we have recommended or will recommend to remove the MDMA and MDA.  Again, as was pointed out earlier, I think to put this in context, at .002 percent, for regulated, the regulated industry, that's about 1 per 100,000. ...
	With that, I want to open up for any DTAB board members, whether it's discussion or questions you may have.  This is the December 2023 DTAB meeting link, and also the March 2024 DTAB meeting link, and Lisa, if you can say, are the comments now linked ...
	MS. DAVIS: So the public comments have been posted on the December meeting link, the table of public comments.
	MR. FLEGEL: So you will have the table of public comments that's on the December 2023 link.
	MS. DAVIS: And I can have them posted again on the March link as well.
	MR. FLEGEL: Which again, the comment period closed on January 4, 2024.
	Thank you for your time, attendance of this, and I'll open it up to the board if there's any questions, and then I'll go back over to Lisa.
	MS. DAVIS: Okay, there are no questions from the board.  We now move to the public comment period.  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 ...
	The first public commenter is Brian Drew.  Brian, are you available to provide your comment?  Welcome, Brian.
	Agenda Item: Public Comment
	Brian Drew: Great.  My name is Brian Drew.  I am the director of innovation for a service agent in the industry.  Today I'm providing comments for the National Drug and Alcohol Screening Association, NDASA.  We're the largest trade association represe...
	NDASA respectfully submits the remarks contained in this later in response to the Federal Register Notice dated February 5, 2024.
	We acknowledge and applaud DWP for announcing that it will remove MDA and MDMA from the testing panels for both Urine Mandatory Guidelines and the Oral Fluid Mandatory Guidelines.  In our comments dated February 5, NDASA supported this part of the pro...
	In our December 5 comments, NDASA had expressed concern about whether there was research to support the 1 nanogram per milliliter cutoff proposed for fentanyl.  We appreciate that today's DTAB meeting is taking a deeper look into that subject of the c...
	Finally, we acknowledge that DWP appears to have heard our concerns about ensuring the drug panel changes will have long-term effective dates to implement simultaneous testing panel changes for urine and for oral fluid for both DWP and DOT.  As you kn...
	Thank you again for the opportunity to provide public comment.
	MS. DAVIS: Thank you very much, Brian, for your comment.  We appreciate that.
	MR. FLEGEL: Thanks, Brian.
	MS. DAVIS: Is there anyone else whose name wasn't called who wishes to make a public comment?  If so, please use the raise-your-hand feature and we will elevate you to speaker.
	Seeing no raised hands, I now end the public comment section of this meeting.  I now turn it back to Ron Flegel for closing remarks.
	MR. FLEGEL: Thank you, Lisa.  I really do appreciate the time and all the attention that went into the presentations today.  Also, to be able to present to the public this information so you sort of know exactly the direction that DWP is thinking and ...
	So again, I want to thank all of the board members, all the presenters, all the information that was presented, and I will offer that if there are any questions that stakeholders or manufacturers or anything have, please feel free to call DWP and/or R...
	But again, thank you for attending.  We had a pretty good turnout and attendance.  I saw some of the numbers, which were good.  So, I do appreciate it.  Again, I offer that if anybody has any questions, feel free to contact us so we can discuss.
	With that, I'll turn it back over to Lisa.
	Agenda Item: Adjournment
	MS. DAVIS: Thank you, Ron.  With that, I adjourn this open session of the Drug Testing Advisory Board.  The time is now 12:32 p.m. Eastern.  Thank you all.
	(Whereupon, at 12:32 p.m. the meeting was concluded.)



