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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
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Device Classification Name enzyme immunoassay, amphetamine

510(k) Number K231137
Device Name Xenta Drug Screen Cup, Xenta Drug Screen Dipcard
Applicant Xenta Biomedical Science Co., Lid.

Building C5, Sth Floor, Rm 901, No. 11 Kaiyuan Avenue,
Huangpu District
Guangzhou, CN 510535

Applicant Contact Huang Ling

Correspondent Xenta Biomedical Science Co., Ltd.
Building C5, 9th Floor, Rm 901, No. 11 Kaiyuan Avenue,
Huangpu District
Guangzhou, CN 510535

Correspondent Contact Huang Ling

Regulation Number 862.3100

Classification Product Code DKZ

Subsequent Product Codes L RJR JXM LCM
Date Received 04/21/2023

Decision Date 05/19/2023

Decision _ = quivalent (SESE)
Regulation Medical Specialty Toxicology

510k Review Panel Toxicology

FDA Review Decision Summary

Type Traditional

Reviewed by Third Party No
Combination Product No

) Substantial Equivalence... 100% + &

510(k) SUBSTANTIAL EQUIVALENCE DETERMINATION
TRIAGE-QUICK REVIEW DECISION MEMORANDUM

510(k) Number: K231137

This 510(k) was reviewed under the OHT7/OHTS OIR’s Triage-Quick Review Program. This
program represents an internal workload management tool intended to reduce internal FDA
review resources for 510(k) applications that are of good quality upon receipt by FDA.

The information in the 510(k) is complete and supports a substantial equivalence (SE)
determination. Please refer to the applicant’s 510(k) summary for a summary of the information
that supports this SE determination.
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Building C5, Sth Floor, Rm 901, No. 11 Kaiyuan Avenue,
Huangpu District
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* Well organized
submissions with
qguality data can
be cleared
quickly
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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 k2224 30:

X

Conclusion:

The submitted information in this premarket notification 1s comyplete and supports a substantial

To support the implementation of changes fo FDA-recognized susceptibility test interpretive
criteria (1.e., breakpoints), this submission included a breakpomt change protocol that was
reviewed and accepted by FDA . This protocol addresses future revisions to device labeling in
response to breakpoint changes that are recognized on the FDA STIC webpage

e fdasov/Dimes Devel entApprovalProcess/Devel tResources/ucmd 10971,

itm). The protocol cutlined the specific procedures and acceptance criteria that bioMeneux
intends to use to evaluate the VITEE 2 AST-GIN Fosfonivein when revised breakpoints for
fosformyein are published on the FDIA S5TIC webpage. The breakpoint change protocol included
with the submission indicated that if specific criteria are met, bioMériewst will update the
fosformvein device label to include (1) the new breakpoints, (2) an updated performance section
after re-evaluation of data in this premarket notification with the new breakpoints, and (3) any
new limitations as determined by their evaluation


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

510(k) database
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm

- Home I Food I Drugs I Medical Devices I Radiation-Emitting Products I Vaccines, Blood & Biologics I Animal & Veterinary I Ci

510(k) Premarket Notification

© FDAHome @ Medical Devices @ Databases

A 510(K) is a premarket submission made to FDA to demonstrate that the device to be marketed is as safe
and effective, that is, substantially equivalent, to a legally marketed device (section 513(i)(1)(A) FD&C Act)
that is not subject to premarket approval.
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm
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Resources:
510(k) Decision Summaries

510(k) SUBSTANTIAL EQUIVALENCE DETERMINATION
DECISION SUMMARY
ASSAY ONLY TEMPLATE

A. 510(k) Number:

k161214
B. Purpose for Submission:

New Device
C. Measurand:

Amphetamine, Cocaine and Methamphetamine

D. Type of Test:

Qualitative Lateral Flow chromatographic immunoassay

www.fda.gov
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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 9, 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
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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

Resources:
SAMHSA drug testing guidelines

57562

Federal Register/Vol. 84, No. 207/Friday, October 25, 2019/Rules and Regulations

the requirements in these Guidelines is
an efficient means to detect illicit drug
use and ensures that the oral fluid test
results are forensically and scientifically
supportable.

Numerous commenters expressed
concern with the Department’s urine
collection policy, stating that 7 to 10%
of Americans have a condition
(““paruresis’’), described as a social
anxiety disorder which prevents a
person from producing urine on
demand or in the presence of other
people. These commenters stated that if
the government wants to seek the largest
group of qualified applicants, the
Guidelines should specify that a
diagnosis of paruresis means non-urine
(i.e., oral fluid) testing will
automatically be provided, and that
donors should not have to attempt to
provide a urine specimen first. These
comments are not relevant to the OFMG.
The OFMG establish the standards and
technical requirements for oral fluid
testing in federal workplace drug testing
programs. Each federal agency will
decide whether to collect urine, oral
fluid, or both specimen types in their
workplace testing programs.

2.2 Under what circumstances may an
oral fluid specimen be collected?

One commenter recommended that
oral fluid be restricted based on the

2.4 What volume of oral fluid is
collected?

2.5 How is the split oral fluid
specimen collected?

Comments on these two sections (i.e.,
Section 2.4 and Section 2.5) are
addressed here. One commenter noted
that Sections 2.4 and 2.5 require
collection of “‘a known volume” of at
least 1 mL undiluted oral fluid, and
stated that an absorbent pad device will
not meet this requirement. The
commenter recommended that these
sections be clarified and address all
types of oral fluid collection devices.
The Department has evaluated the
comment and has revised Sections 2.4
and 2.5 to ensure consistent
requirements for collection devices with
and without a diluent (or other
component, process, or method that
modifies the volume of the testable
specimen). The Department revised
Section 2.4 to require A and B tubes to
have a volume marking clearly notings
level of 1 mL if the device does not
include a diluent (or other compone
process, or method that modifies the
volume of the testable specimen). This
is consistent with requirements in
Section 7.3 for devices that modify the
volume of the testable specimen to have
a volume indicator, to ensure that at
least 1 mL of oral fluid is collected. In

morphine, and 6-acetylmorphine
(6—AM).

In addition, as described under
Requirements for specimen validity
testing in this preamble, the Department
revised Section 3.1 to allow, but not
require, oral fluid specimen validity
testing.

3.2 May a specimen be tested for
additional drugs?

The Department reworded Section
3.2(a) to clarify the additional drug tests
that may be performed on federal
employee specimens.

3.3 May any of the specimens be used
for other purposes?

It should be noted that, consistent
with the Urine Mandatory Guidelines,
Section 3.3 specifically prohibits
conducting, among other types of
testing, deoxyribonucleic acid (DNA)
testing, on oral fluid spec1mens unless
authorized jn g

3.4 What are the drug test cutoff
concentmtmns for undiluted (neat) org

g marijuana test
cutoffs are addrassed under the Testing
for Marijuana Use section above.
Comments on other drug test cutoffs are
addressed under Proposed cutoff
concentrations. To summarize, the


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
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Resources:
Q-Submission program

* Mechanism to request feedback to specific questions

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

e https://www.fda.gov/requlatory-information/search-fda-
quidance-documents/requests-feedback-and-meetings-
medical-device-submissions-g-submission-program

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


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
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Thank you!
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