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Existing Drugs of Abuse (DoA) 
510(k) Review Paradigm:

• Drugs of abuse assays are reviewed and 
510(k) cleared for detection of Drugs of 
Abuse around specific cutoffs

• How do we apply least burdensome 
principles? (FDA Guidance Document)

– “We define "least burdensome" to be the minimum amount of 
information necessary to adequately address a relevant regulatory 
question or issue through the most efficient manner at the right 
time.”

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/least-burdensome-provisions-concept-and-principles
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/least-burdensome-provisions-concept-and-principles


FDA Triage program



FDA Triage program

• Well organized
submissions with
quality data can
be cleared
quickly



Change Protocol Examples from other 
Device Types

• OHT7 has cleared 510(k) devices with change protocols such that changes 
made pursuant to the protocols, acceptance, criteria, and labeling updates (as 
needed) reviewed in the initial 510(k) clearance did not require additional 510(k) 
review.

• For example, the VITEK® 2 AST cards cleared in k222430:

https://www.accessdata.fda.gov/cdrh_docs/reviews/K222430.pdf


Resources:
510(k) database

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm


Resources:
510(k) Decision Summaries



Resources:
Previous FDA-DTAB presentations

FDA Regulation of Drugs of Abuse Tests, July 26, 2016 (Courtney Lias, Ph.D.) 
https://www.samhsa.gov/sites/default/files/meeting/documents/dtab-fda-
regulation-drugs-abuse-tests-clearance.pdf

FDA Regulation of Drugs of Abuse Tests, March 9th, 2022 (Joey Kotarek, Ph.D.) 
https://www.samhsa.gov/sites/default/files/fda-regulation-of-drugs-of-abuse-
tests.pdf

https://www.samhsa.gov/sites/default/files/meeting/documents/dtab-fda-regulation-drugs-abuse-tests-clearance.pdf
https://www.samhsa.gov/sites/default/files/fda-regulation-of-drugs-of-abuse-tests.pdf
https://www.samhsa.gov/sites/default/files/meeting/documents/dtab-fda-regulation-drugs-abuse-tests-clearance.pdf
https://www.samhsa.gov/sites/default/files/fda-regulation-of-drugs-of-abuse-tests.pdf


Resources:
SAMHSA drug testing guidelines

https://www.samhsa.gov/
sites/default/files/progra 
ms_campaigns/division_ 
workplace_programs/fin 
al-mg-oral-fluid.pdf

SAMHSA guidelines can 
help inform clinically valid 
cutoffs

https://www.samhsa.gov/sites/default/files/programs_campaigns/division_workplace_programs/final-mg-oral-fluid.pdf
https://www.samhsa.gov/sites/default/files/programs_campaigns/division_workplace_programs/final-mg-oral-fluid.pdf
https://www.samhsa.gov/sites/default/files/programs_campaigns/division_workplace_programs/final-mg-oral-fluid.pdf
https://www.samhsa.gov/sites/default/files/programs_campaigns/division_workplace_programs/final-mg-oral-fluid.pdf
https://www.samhsa.gov/sites/default/files/programs_campaigns/division_workplace_programs/final-mg-oral-fluid.pdf


• Mechanism to request feedback to specific questions

– For example, questions regarding proposals for least 
burdensome approaches, including proposals for pre-
determined change protocols

• https://www.fda.gov/regulatory-information/search-fda-
guidance-documents/requests-feedback-and-meetings-
medical-device-submissions-q-submission-program

• We want to hear from you – what do you consider to be 
burdensome about the FDA review process?

Resources:
Q-Submission program

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/requests-feedback-and-meetings-medical-device-submissions-q-submission-program
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/requests-feedback-and-meetings-medical-device-submissions-q-submission-program
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/requests-feedback-and-meetings-medical-device-submissions-q-submission-program


Thank you!
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