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accordance with § 1.651(b)(3), and docu-
mentation demonstrating such labora-
tory is accredited in accordance with 
§ 1.651(b)(3); 

(4) Any notification submitted by an 
audit agent to the accredited third- 
party certification body in accordance 
with § 1.650(a)(5); 

(5) Any challenge to an adverse regu-
latory audit decision and the disposi-
tion of the challenge; 

(6) Any monitoring it conducted of an 
eligible entity to which food or facility 
certification was issued; 

(7) Its self-assessments and corrective 
actions taken to address any defi-
ciencies identified during a self-assess-
ment; and 

(8) Significant changes to its audit-
ing or certification program that 
might affect compliance with this sub-
part. 

(b) An accredited third-party certifi-
cation body must make the records of 
a consultative audit required by para-
graph (a)(1) of this section available to 
FDA in accordance with section 414 of 
the FD&C Act. 

(c) An accredited third-party certifi-
cation body must make the records re-
quired by paragraphs (a)(2) through (8) 
of this section available for inspection 
and copying promptly upon written re-
quest of an authorized FDA officer or 
employee at the place of business of 
the accredited third-party certification 
body or at a reasonably accessible loca-
tion. If such records are requested by 
FDA electronically, the records must 
be submitted electronically not later 
than 10 business days after the date of 
the request. Additionally, if the 
records are maintained in a language 
other than English, an accredited 
third-party certification body must 
electronically submit an English trans-
lation within a reasonable time. 

PROCEDURES FOR ACCREDITATION OF 
THIRD-PARTY CERTIFICATION BODIES 
UNDER THIS SUBPART 

§ 1.660 Where do I apply for accredita-
tion or renewal of accreditation by 
a recognized accreditation body 
and what happens once the recog-
nized accreditation body decides on 
my application? 

(a) Submission of accreditation or re-
newal application to a recognized accredi-

tation body. A third-party certification 
body seeking accreditation must sub-
mit its request for accreditation or re-
newal of accreditation by a recognized 
accreditation body identified on the 
Web site described in § 1.690. 

(b) Notice of records custodian after de-
nial of application for renewal of accredi-
tation. An applicant whose renewal ap-
plication was denied by a recognized 
accreditation body must notify FDA 
electronically, in English, within 10 
business days of the date of issuance of 
a denial of accreditation or denial of 
the renewal application, of the name 
and contact information of the custo-
dian who will maintain the records re-
quired by § 1.658(a) and make them 
available to FDA as required by 
§ 1.658(b) and (c). The contact informa-
tion for the custodian must include, at 
a minimum, an email address and the 
physical address where the records re-
quired by § 1.658(a) will be located. 

(c) Effect of denial of an application for 
renewal of accreditation on food or facil-
ity certifications issued to eligible entities. 
A food or facility certification issued 
by an accredited third-party certifi-
cation body prior to issuance of the de-
nial of its renewal application l will re-
main in effect until the certification 
expires. If FDA has reason to believe 
that a certification issued for purposes 
of section 801(q) or 806 of the FD&C Act 
is not valid or reliable, FDA may 
refuse to consider the certification in 
determining the admissibility of the 
article of food for which the certifi-
cation was offered or in determining 
the importer’s eligibility for participa-
tion in VQIP. 

(d) Public notice of denial of an appli-
cation for renewal of accreditation. FDA 
will provide notice on the Web site de-
scribed in § 1.690 of the date of issuance 
of a denial of renewal of accreditation 
of a third-party certification body that 
had previous been accredited. 

§ 1.661 What is the duration of accredi-
tation by a recognized accreditation 
body? 

A recognized accreditation body may 
grant accreditation to a third-party 
certification body under this subpart 
for a period not to exceed 4 years. 
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