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from, or accredited by, such accredita-
tion body; and 

(b) The capability to meet the appli-
cable conflict of interest requirements 
of this subpart, if recognized. 

§ 1.614 What quality assurance proce-
dures must an accreditation body 
have to qualify for recognition? 

An accreditation body seeking rec-
ognition must demonstrate that it has: 

(a) Implemented a written program 
for monitoring and evaluating the per-
formance of its officers, employees, and 
other agents and its accreditation pro-
gram, including procedures to: 

(1) Identify areas in its accreditation 
program or performance where defi-
ciencies exist; and 

(2) Quickly execute corrective ac-
tions that effectively address defi-
ciencies when identified; and 

(b) The capability to meet the appli-
cable quality assurance requirements 
of this subpart, if recognized. 

§ 1.615 What records procedures must 
an accreditation body have to qual-
ify for recognition? 

An accreditation body seeking rec-
ognition must demonstrate that it has: 

(a) Implemented written procedures 
to establish, control, and retain 
records (including documents and data) 
for the period of time necessary to 
meet its contractual and legal obliga-
tions pertaining to this subpart and to 
provide an adequate basis for evalu-
ating its program and performance; 
and 

(b) The capability to meet the appli-
cable reporting and notification re-
quirements of this subpart, if recog-
nized. 

REQUIREMENTS FOR ACCREDITATION BOD-
IES THAT HAVE BEEN RECOGNIZED 
UNDER THIS SUBPART 

§ 1.620 How must a recognized accredi-
tation body evaluate third-party 
certification bodies seeking accredi-
tation? 

(a) Prior to accrediting a third-party 
certification body under this subpart, a 
recognized accreditation body must 
perform, at a minimum, the following: 

(1) In the case of a foreign govern-
ment or an agency of a foreign govern-
ment, such reviews and audits of the 

government’s or agency’s food safety 
programs, systems, and standards as 
are necessary to determine that it 
meets the eligibility requirements of 
§ 1.640(b). 

(2) In the case of a foreign coopera-
tive or any other third-party seeking 
accreditation as a third-party certifi-
cation body, such reviews and audits of 
the training and qualifications of 
agents conducting audits for such coop-
erative or other third party (or in the 
case of a third-party certification body 
that is an individual, such individual) 
and such reviews of internal systems 
and any other investigation of the co-
operative or other third party nec-
essary to determine that it meets the 
eligibility requirements of § 1.640(c). 

(3) In conducting a review and audit 
under paragraph (a)(1) or (2) of this sec-
tion, an observation of a representative 
sample of onsite audits examining 
compliance with the applicable food 
safety requirements of the FD&C Act 
and FDA regulations as conducted by 
the third-party certification body or 
its agents (or, in the case of a third- 
party certification body that is an indi-
vidual, such individual). 

(b) A recognized accreditation body 
must require a third-party certifi-
cation body, as a condition of accredi-
tation under this subpart, to comply 
with the reports and notification re-
quirements of §§ 1.652 and 1.656 and to 
agree to submit to FDA, electronically 
and in English, any food or facility cer-
tifications it issues for purposes of sec-
tions 801(q) or 806 of the FD&C Act. 

(c) A recognized accreditation body 
must maintain records on any denial of 
accreditation (in whole or in part) and 
on any withdrawal, suspension, or re-
duction in scope of accreditation of a 
third-party certification body under 
this subpart. The records must include 
the name and contact information for 
the third-party certification body; the 
date of the action; the scope of accredi-
tation denied, withdrawn, suspended, 
or reduced; and the basis for such ac-
tion. 

(d) A recognized accreditation body 
must notify any third-party certifi-
cation body of an adverse decision as-
sociated with its accreditation under 
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