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Final Rule – Oral Fluid Drug Testing

FMCSA Clearinghouse Data

Rule Making – ePart 40 NPRM

Back-to-Basics



• Oral Fluid Rulemaking
 NPRM published in Federal Register February 28, 2022
 Comment period extended to April 29, 2022
 Received 417 comments to the docket
 Final rule published May 2, 2023 (effective June 1, 2023)

• Can employers use oral fluid testing on June 1, 2023?
 Not just yet!
 Department of Health and Human Services (HHS) needs to certify at 

least two laboratories (one to serve as a primary laboratory, and a 
second to serve as a split specimen laboratory).
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Employers
• You, not the employee:

 Choose the collection methodology for the test reason (e.g., randoms 
will start with urine; follow-ups will use oral fluid).

 Choose the collection methodology for the subsequent collection 
following a shy bladder, dry mouth, or other test that requires a directly 
observed collection.

• Ensure you have business relationships with the oral fluid collectors and 
labs, whether directly or through your service agents.

• It is a best business practice to have a standing order in place with each of 
your collection sites, so they know what kind of collection you want 
performed (i.e., urine or oral fluid) and when.
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Employers

• Designated Employer Representatives have always been required to be 
available to the collectors 24-7, but that is even more important now.

• Ensure your phone number is correct on the CCF.

• You should always be available to discuss standing orders on what type of 
test you want administered if problem collection scenarios arise. 
 e.g., if an employee does not provide a sufficient urine specimen, do you 

want the collector to switch to an oral fluid collection?
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Employers (policies)
• There is no need for employers to make any changes if their current DOT policies 

refer to adhering to “... Part 40.”

• If the policy specifically states that ‘urine’ is the only specimen authorized for drug 
testing, then that text will need to be updated to read ‘urine and/or oral fluid’.

• If authorizing oral fluid testing, the policy will need to state the testing events (e.g., 
pre-employment, random, follow up) for which an oral fluid collection will occur, 
including ‘shy bladder’ situations and direct observation collections.

• Providing written notice to employees about their updated DOT policies is an 
employer's prerogative.

 PHMSA regulations require a written anti-drug plan not a drug policy, so all 
references to “policies” apply to PHMSA written anti-drug plans, not to a drug 
policy.
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Employees
• You could be subject to either an oral fluid collection or a urine collection for 

any DOT-regulated test [i.e., pre-employment, random, 
reasonable suspicion/ cause, post-accident (other than FRA), return-to-duty, 
or follow-up].

• If there is a reason a second collection is needed during the testing event, 
(e.g., initial temperature out-of-range urine specimen, or insufficient 
quantity for either an oral fluid or a urine specimen), the employer may 
choose to change to the other type of collection to finish the testing event.

• The choice of whether to conduct an oral fluid or a urine test is up to the 
employer.
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Consortium/Third Party Administrators
• Know the employer’s decision about the testing methodologies to be used, you 

need to make sure there are agreements in place for both oral fluid and urine 
collections and laboratory testing.
 While the employer may opt for only one methodology, oral fluid testing 

must be available for directly observed collections for transgender and 
nonbinary individuals.

• Ideally, ensure there are standing orders from the employer and that the 
collectors know what specimen they need to collect for regular collections and 
for direct observation, shy bladder, and dry mouth collections.
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Collectors
• Ensure you know the employer’s preferences and standing orders 

for regular and problem collections.

• Since either a urine or an oral fluid collection may be required, 
ensure that either you or a coworker is qualified to collect either 
specimen type. 

• If no one is qualified to conduct the alternate collection, contact the 
employer so the employer can make arrangements to have the 
employee tested at another collection site.
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Collector
• Qualifications

 If you will be using more than one device, you need to prove initial 
proficiency on each device.

• Device Expiration Date:
 Check the expiration date on the device or on the package containing the 

device and show it to the employee.
 Complete the correct sections of the CCF regarding the device expiration 

date.
• CCF

 The current (2020) version of the CCF includes the option to collect and 
test either a urine or an oral fluid specimen, so no new CCF is needed.

 Know what sections are always filled out, and what sections are only filled 
out for urine testing or only filled out for oral fluid testing.

 The 2017 version of the CCF CANNOT be used for oral fluid collections.
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• Laboratories
 If you receive an expired device, you must reject the specimen for testing.

 If the collector failed to enter the expiration date or it was entered 
incorrectly in Step 4 of the CCF, the laboratory must reject the specimen 
unless the laboratory is able to determine the expiration date by inspecting 
Bottles A and B. The laboratory will note the correct date and proceed with 
the testing process.

• Semi-annual report to employers
 Report oral fluid data using the same format as for urine.

11

Final Rule - Oral Fluid Drug Testing



• Substance Abuse Professional
 Evaluations/assessments may be conducted remotely with criteria for 

remote evaluations as follows:
 Technology used must permit real-time two-way audio and visual 

interaction between the SAP and the employee.
 Quality of the technology must be sufficient to allow the SAP to gather 

all the visual and audible information the SAP would normally observe 
in a face-to-face in-person interaction.

 Technology must incorporate sufficiently robust security to protect the 
confidentiality of the conversation.

 You must abide by the geographic limitations applicable to your credential 
when performing remote evaluations.
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Medical Review Officer
• Not required to undergo recertification training, but it is strongly 

suggested that MROs seek supplemental information about oral 
fluid testing by the time HHS certifies at least two laboratories to 
conduct oral fluid testing.

• MRO staff (not just an MRO) may contact a pharmacy to verify a 
prescription.
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Medical Review Officer
• Permitted to un-cancel a test that had been previously cancelled by 

the MRO due to un-corrected flaws (e.g. the MRO did not receive a 
copy of the CCF, but later receives a copy of the CCF).
 Fatal Flaws can NOT be un-canceled.

• When an employee is not able to provide a sufficient oral fluid 
specimen after an insufficient urine specimen or vice a versa (shy 
bladder/shy mouth), the employee would only be required to have a 
referral physician evaluation for the second specimen type 
attempted.
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• Laboratories
 Semi-annual reports to DOT are categorized by:

 Specimen type (urine, oral fluid),

 DOT Agency (FRA, FTA, FAA, PHMSA, FMCSA, USCG), and

 Test reason (pre-employment, random, return-to-duty, follow-
up, post-accident, reasonable suspicion/cause).
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• Collectors
 Employee ID on the CCF can be:

 The individual’s actual Social Security Number, 
 A unique identifier issued by the employer, 
 A State-issued identification card number, 
 A State-issued driver’s license number (including a CDL number) 

or any other State-issued or federally-issued identification 
number 

 FMCSA tests
 Must be CDL number and State
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Employers
• Designated Employer Representatives (DER) have always been required to be 

available to the collectors 24-7, but that is even more important now.

• Ensure your phone number is correct on the CCF.

• Be available to the collector to discuss if there are problem collections.

• Be available to discuss standing orders on what type of test you want 
administered if problem collection scenarios arise (e.g., if an employee does 
not provide a sufficient urine specimen, do you want the collector to switch 
to an oral fluid collection?).
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Employers
• Collection Site Refusals

 It is the employer’s duty to determine whether a refusal has occurred at 
the collection site. 
 Employers have never been able to delegate this duty. 

 A collector can tell you something appears to be a refusal, but the final 
determination is yours.

 Do your homework and make a decision.

• Remember, if an employee does not appear for a pre-employment drug test 
or leaves the collection site before receiving a cup (for a urine collection) or 
unwrapping the device (for an oral fluid collection) it is not a refusal.
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DOT Agency Regulations

• FAA, FMCSA, FRA and FTA regulations were amended to ensure consistency 
within the Department of Transportation, and removed or adjusted 
references to the word ‘‘urine’’ and/or add references to oral fluid.

• Removed or amended some definitions for conformity and made other 
miscellaneous technical changes or corrections. 
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• Updating several documents/web site
 Employer Handbook
 Employee Handbook
 ODAPC’s Part 40 web page
 SAP Guidelines (already posted on ODAPC web site)

• New document
 Oral fluid specimen collection guidelines
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Operational on January 6, 2020

Employers, MROs, and SAPs to enter Part 382 Violations into database

Quick Stats (April 2023 Report):

• Number of Queries Conducted: 20,043,527
• Number of drug violations reported: 200,269
• Number of alcohol violations reported: 4,544
• Top 3 drugs reported: Marijuana, Cocaine, Methamphetamines
• Test reason with most reported drug violations: Pre-employment
• Number of drivers in prohibited status: 132,112

https://clearinghouse.fmcsa.dot.gov/Learn#news-events

FMCSA DRIVER CLEARINGHOUSE
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• A reminder for service agents

• “Do It Right the First Time and Every Time”

• ‘Back-to-Basics’ notices
 Collector (May)
 MRO (June)
 https://www.transportation.gov/odapc/back_to_basics
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https://www.transportation.gov/odapc/back_to_basics


• Electronic Signatures, Forms and Records Storage for Drug and Alcohol 
Testing Records
 ANPRM Published August 05, 2022
 Comment period closed October 04, 2022
 Working on NPRM
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HOME PAGE
https://www.transportation.gov/odapc

‘Am I Covered?’
https://www.transportation.gov/odapc/am-i-covered#no-back

List serve
https://www.transportation.gov/odapc/ListServe_Notices

Part 40 Page
https://www.transportation.gov/odapc/part40

Guidance Page
https://www.transportation.gov/odapc/program-guidance

Ask ODAPC
ODAPCwebmail@dot.gov

ODAPC RESOURCES
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