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§1.662 How will FDA monitor accred-
ited third-party certification bod-
ies?

(a) FDA will periodically evaluate
the performance of each accredited
third-party certification body to deter-
mine whether the accredited third-
party certification body continues to
comply with the applicable require-
ments of this subpart and whether
there are deficiencies in the perform-
ance of the accredited third-party cer-
tification body that, if not corrected,
would warrant withdrawal of its ac-
creditation under §1.664. FDA will
evaluate each directly accredited
third-party certification body annu-
ally. For a third-party certification
body accredited by a recognized accred-
itation body, FDA will evaluate an ac-
credited third-party certification body
not later than 3 years after the date of
accreditation for a 4-year term of ac-
creditation, or by no later than the
mid-term point for accreditation
granted for less than 4 years. FDA may
conduct additional performance assess-
ments of an accredited third-party cer-
tification body at any time.

(b) In evaluating the performance of
an accredited third-party certification
body under paragraph (a) of this sec-
tion, FDA may review any one or more
of the following:

(1) Regulatory audit reports and food
and facility certifications;

(2) The accredited third-party certifi-
cation body’s self-assessments under
§1.655;

(3) Reports of assessments by a recog-
nized accreditation body under §1.621;

(4) Documents and other information
relevant to a determination of the ac-
credited third-party certification
body’s compliance with the applicable
requirements of this subpart; and

(5) Information obtained by FDA, in-
cluding during inspections, audits, on-
site observations, or investigations, of
one or more eligible entities to which a
food or facility certification was issued
by such accredited third-party certifi-
cation body.

(c) FDA may conduct its evaluation
of an accredited third-party -certifi-
cation body through a site visit to an
accredited third-party certification
body’s headquarters (or other location
that manages audit agents conducting

§1.663

food safety audits under this subpart, if
different than its headquarters),
through onsite observation of an ac-
credited third party certification
body’s performance during a food safe-
ty audit of an eligible entity, or
through document review.

§1.663 How do I request an FDA waiv-
er or waiver extension for the 13-
month limit for audit agents con-
ducting regulatory audits?

(a) An accredited third-party certifi-
cation body may submit a request to
FDA to waive the requirements of
§1.650(c) preventing an audit agent
from conducting a regulatory audit of
an eligible entity if the audit agent (or,
in the case that the third-party certifi-
cation body is an individual, the third-
party certification body) has conducted
a food safety audit of such entity dur-
ing the previous 13 months. The accred-
ited third-party certification body
seeking a waiver or waiver extension
must demonstrate there is insufficient
access to audit agents and any third-
party certification bodies that are
comprised of an individual in the coun-
try or region where the eligible entity
is located.

(b) Requests for a waiver or waiver
extension and all documents provided
in support of the request must be sub-
mitted to FDA electronically, in
English. The requestor must provide
such translation and interpretation
services as are needed by FDA to proc-
ess the request.

(c) The request must be signed by the
requestor or by any individual author-
ized to act on behalf of the requestor
for purposes of seeking such waiver or
waiver extension.

(d) FDA will review requests for
waivers and waiver extensions on a
first in, first out basis according to the
date on which the completed submis-
sion is received; however, FDA may
prioritize the review of specific re-
quests to meet the needs of the pro-
gram. FDA will evaluate any com-
pleted waiver request to determine
whether the criteria for waiver have
been met.

(e) FDA will notify the requestor
whether the request for a waiver or
waiver extension is approved or denied.
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