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High-level Overview

 Would create a program for the accreditation of
laboratories, the use of which would be required in
certain food testing circumstances

 Program required by FDA Food Safety Modernization
Act (FSMA)



Important Dates
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ee————
e November 4, 2019

e July 6, 2020

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

. 21 CFR Parts 1, 11, 16, and 129
[Docket No. FDA-2019-N-3325]

RIN 0910-AH31

84, No. 213/ Monday. November 4, 2018/ Proposed Rules

n\l not

Any information

will not be di

n accordance with 21

applicable disclosus
i

Lab y A ditation for Analy
of Foods.
AGENCY: Food and Drug Administration,

HHS.
AcTioN: Proposed rule.

SUMMARY: The Food
Adminis

roor wel is

Vritten/Pap
Submissions” and “Instruc

sting of

Written/Paper Submissions |lu ket mm\lu or, found in brac Lz 15 in the



Proposed Rule Link

https://www.fda.gov/food/food-safety-
modernization-act-fsma/fsma-proposed-rule-
laboratory-accreditation



https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-proposed-rule-laboratory-accreditation

Discussion Limitations

e Since we are still in the comment period
we are limited in what we can discuss.
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FDA Food Safety
Modernization Act

* FSMA requires:

FDA to establish a program for testing of food by
accredited laboratories

FDA to establish an online registry of FDA-recognized
accreditation bodies (ABs) and AB-accredited
laboratories

Use of a laboratory from the registry required in
certain circumstances (e.g., for certain tests of food
under Import Alert)

Results shall be sent by laboratory directly to FDA




Key Point:

 Only labs that voluntarily participate in this
program will be able to conduct the tests
covered by the rule.



Testing under the Rule

Certain corrective action testing required by existing FDA regulations
(bottled water, shell eggs, sprouts);

To support removal from import alert through successful
consecutive testing;

To support the release of a detained import;
Food Testing Order (FTO) (new tool);

Certain corrective action testing conducted in response to certain
enforcement circumstances (uncommon).



Structure of the Program for the Accreditation
of Laboratories to Conduct Food Testing

—}» U.S. Food and Drug Administration

Owners and Consignees

Recognized Accreditation Bodies

+ Conduct food testing

« Submit food test ing results and
supporting information to FDA
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Accreditation Body (AB): a third party organization that assesses another

Accreditation Bodies

entity (e.g., testing laboratory) to determine whether the entity satisfies a
set of standards and is competent to perform a certain function

— There is an ISO/IEC standard for ABs (17011)
— Handful of ABs in the U.S.; most countries have one

— ILAC is the international organization for the ABs
that accredit laboratories
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Test Records

e Test results sent directly to FDA
— Required by statute
e Submit analytical report to FDA
— Increased clarity around documentation

— Pathway whereby labs with positive track
record may submit significantly abridged
reports

www.fda.gov
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Incorporation by Reference (IBR)

NPRM would IBR two widely-accepted international voluntary consensus
standards

— ISO/IEC 17011: ABs

— ISO/IEC 17025: Labs

National Technology Transfer and Advancement Act & OMB Circular A-
119
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www.fda.gov

FOA
Requirements for Recognized .

ABs
e MeetISO/IEC 17011:2017 and be an ILAC
signatory
— Similar to other government laboratory
accreditation programs

e Meet impartiality and conflict of interest
requirements

* Evaluate laboratories for accreditation; oversee
accredited laboratories

* Provide substantive scientific review of certain
laboratory documents to support accreditation
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Requirements for
Accredited Laboratories

Meet ISO/IEC 17025:2017

Demonstrate competence for each method to which
seeks accreditation

Meet impartiality and conflict of interest
requirements

Meet quality assurance requirements

Develop or obtain certain sampling records, e.g.,
written sampling plans
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More on Methods:

 Would require methods used be included within
the accredited laboratory’s scope of accreditation.

 Not proposing a defined inventory of possible
scopes; rather, under this program laboratories
would be able to become accredited for a variety of
food analytical methods.
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More on Sampling:

 Not proposing requirements for accreditation of
sampling but invite comments.

* Proposing FDA oversight of sampling via records
developed (if lab collected sample) or obtained (if sample

collected by non-lab) by lab:
— Sampler’s qualifications

— Sampling plans

— Sample collection report
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Comment Submission

Go to https://www.regulations.gov

Reference Docket No. FDA-2019-N-3325 for Laboratory
Accreditation for Analysis of Foods

Submit by: 6 July 2020

Important to provide FDA with information, comments,
industry perspective, etc. so that the program works well
and is effective (improves public health)
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FDA Office of Regulatory Affairs
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Thank you!
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