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Executive Summary

Oral fluid drug testing has been authorized for DOT programs since June 2023.
Implementation waits on one trigger: HHS certification of at least two oral fluid laboratories,

and as of the certified-laboratory list published June 1, 2026, that number is still zero.

DOT is still tuning the interim regime. A new final rule effective June 10, 2026 tells
programs exactly how to operate while oral fluid remains unavailable, and it defines the
conditions under which oral fluid becomes available. This guide covers the current timeline,
the new rule, and what employers, TPAs, laboratories, and public-sector programs should

have in place before the certification notice starts the transition clock.

1. Regulatory Timeline

What Has Already Happened

e October 2019: HHS published the Oral Fluid Mandatory Guidelines, establishing the federal

standards for oral fluid collection, testing, and laboratory certification (effective January 2020).

e May 2023: DOT published its oral fluid final rule (88 FR 27596), amending 49 CFR Part 40 to

authorize oral fluid as a specimen type for all DOT test reasons: pre-employment, random,



reasonable suspicion, post-accident, return-to-duty, and follow-up. Effective June 1, 2023.

* May 11, 2026: DOT published a further final rule, effective June 10, 2026, resolving how
programs operate while oral fluid remains unavailable. When a situation calls for oral fluid and
no certified laboratory exists, the collection proceeds as a directly observed urine collection.
The rule sets the §40.67(g) procedure when a same-sex observer is unavailable (the collector
contacts the DER, who arranges an observer or directs the employee to another site), and it
updates rule terminology. It also defines when oral fluid is "available": at least two HHS-
certified oral fluid laboratories, a qualified oral fluid collector, and a conforming collection

device at the site.

What Is Pending

HHS Laboratory Certification: The certified-laboratory list published June 1, 2026 names
zero laboratories certified for oral fluid testing. Two are required before DOT-regulated oral
fluid testing can begin: one to test the primary specimen and a second for the split. There is

no confirmed certification timeline.

The Transition Clock: DOT has committed to publishing a notice when the second laboratory
certifies. That notice starts an 18-month transition window for programs to reach full oral

fluid capability. ODAPC maintains the certified oral fluid laboratory list on transportation.gov.

Key takeaway: The framework is finished and the trigger is public. When the second
laboratory certifies, an 18-month clock starts. Programs that map their workflow
now spend that window executing. Programs that wait spend it planning, 6-12

months behind.

2. What Changes with Oral Fluid

Collection Procedure

* Observed by default, without observer logistics: Oral fluid collection is directly observed by
its nature and removes the same-sex observer staffing problem that the June 2026 rule had to

patch for urine.



* No specialized facilities: Collections can occur in any supervised space: offices, vehicles, field

locations, correctional facilities.

* Reduced specimen tampering risk: Oral fluid is extremely difficult to adulterate, substitute, or
dilute.

* Faster collection times: Typical oral fluid collections complete in 5-10 minutes vs. 15-30+

minutes for urine.

Chain of Custody

Electronic chain of custody (eCOC) becomes more practical with oral fluid because the
collection process is simpler and more standardized. Digital event capture from swab

insertion through device reading creates an immutable audit trail with fewer handoff points.

Interpretation

Device-read interpretation replaces subjective human visual reads. Patented digital readers
capture lateral flow assay results with objective, timestamped, court-ready data, eliminating
the single largest source of error in rapid screening programs and removing variance

between experienced and inexperienced collectors.

Laboratory Confirmation

Laboratory confirmation stays central. Oral fluid changes the front-end collection workflow
and preserves the confirmatory pathway. Organizations that route non-negative and invalid
results automatically to the confirmation laboratory keep confirmation volume flowing to the

laboratory relationships they already have.

3. Who Is Affected

DOT-Regulated Employers

All employers with safety-sensitive positions regulated under DOT agencies (FMCSA, FAA,
FTA, FRA, PHMSA) must be prepared to implement oral fluid testing once certification

clears, and since June 10, 2026 must run directly observed urine collections in the



situations where oral fluid would otherwise apply. The employer chooses the specimen type,
subject to availability. As with urine, a DOT oral fluid specimen is tested only at the

laboratory; instant oral-fluid reads serve the non-DOT side of a program.

Third-Party Administrators (TPAs)

TPAs managing programs for multiple employers face the greatest operational complexity.
Each client may have different preferences, panel configurations, and billing requirements.

Workflow platforms must support per-client configuration.

Criminal Justice & Public Safety

Probation, parole, child welfare, and drug court programs stand to benefit the most from oral
fluid's tamper-resistance and collection simplicity. Programs relying on manual-read rapid

tests with known accuracy issues should evaluate digital interpretation alternatives now.

Pain Management Programs

Clinics monitoring patient compliance have a direct need for faster, less invasive collection
with objective interpretation. Oral fluid removes patient experience barriers that reduce

compliance program participation.

National Laboratories

Laboratories that reach the front-end collection workflow as well as the back-end
confirmation will capture the highest share of specimen volume as collection patterns shift.
Laboratories without a digital strategy at the collection edge risk being cut out as collection
goes digital.

4. The Readiness Checklist

Now, Before Certification

L] Audit current collection workflows: Map every collection site's current procedures, staffing,
and device inventory, including how the June 2026 observed-urine fallback is being handled

today.



[ Evaluate digital interpretation options: Identify reader platforms compatible with your

current or planned lateral flow assay devices.

[] Assess chain-of-custody gaps: Identify where manual handoffs, paper forms, or subjective

reads create vulnerability.

L] Review TPA/client configurations: Assess per-client workflow customization requirements

for oral fluid vs. urine.

[ Train and qualify collectors: DOT allows oral fluid collector qualification through mock
collections ahead of availability. Qualify collectors now, so the transition window is spent
operating, with training already behind you.

When the First Laboratory Certifies

[ Pilot oral fluid workflows: Select 2—3 collection sites for controlled rollout with digital

interpretation and eCOC tracking.

L1 Validate reflex routing: Ensure non-negative and invalid results route into confirmatory lab

workflows without manual intervention.

[1 Establish KPI baselines: Measure collection time, error rates, reflex conversion, and

exception rates against urine baselines.

L1 Integrate with LIS/LIMS: Confirm oral fluid specimen data flows correctly through existing

laboratory information systems.

During the 18-Month Transition

[ ] Scale across the collection network: Expand oral fluid capability to all sites with standardized

program templates.



[ ] Report and optimize: Monitor turnaround, exception rates, and confirmation outcomes across

the full network.

[ ] Extend to adjacent programs: Bring oral fluid with digital interpretation to public safety,

corrections, and pain management.

5. Build vs. Buy: The Workflow Decision

The oral fluid transition is a workflow architecture decision. The swab is the smallest part
of it.

Organizations that treat oral fluid as "swap the cup for a swab" will encounter the same
fragmentation, custody gaps, and interpretation errors that plague current urine-based rapid

screening programs, with a different specimen type.

The winners of the transition window will be organizations that control the end-to-end
digital workflow:

1. Identity-assured intake with configurable donor fields

2. Structured collection with timestamped event capture

3. Objective device-read interpretation across all LFA devices

4. Automatic routing of non-negative and invalid results to confirmatory labs

5. Auditable reporting with compliance dashboards

Building this internally at a large enterprise takes 18—36 months under ideal
conditions. Deploying a platform that already runs this lifecycle compresses the

timeline to months, inside the transition window with room to spare.




About Azimuth

Azimuth is the toxicology operating system: it reads any visual-read lateral flow assay
device, on a phone, a tablet, or the optional desktop station, plus the complete testing
lifecycle around it: electronic chain of custody, automatic reflex routing, MRO review,

reporting, and per-client configuration for TPA operations.

Learn more; azimuthtox.com
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