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21 CFR Ch. I (4–1–23 Edition) § 1.656 

§ 1.656 What reports and notifications 
must an accredited third-party cer-
tification body submit? 

(a) Reporting results of regulatory au-
dits. An accredited third-party certifi-
cation body must submit a regulatory 
audit report, as described in § 1.652(b), 
electronically, in English, to FDA and 
to the recognized accreditation body 
that granted its accreditation (where 
applicable), no later than 45 days after 
completing such audit. 

(b) Reporting results of accredited third- 
party certification body self-assessments. 
An accredited third-party certification 
body must submit the report of its an-
nual self-assessment required by § 1.655 
electronically to its recognized accred-
itation body (or, in the case of direct 
accreditation, electronically and in 
English, to FDA), within 45 days of the 
anniversary date of its accreditation 
under this subpart. For an accredited 
third-party certification body subject 
to an FDA request for cause, or 
§ 1.631(f)(1)(i), § 1.634(d)(1)(i), or 
§ 1.635(c)(1)(i), the report of its self-as-
sessment must be submitted to FDA 
electronically, in English, within 60 
days of the FDA request, denial of re-
newal, revocation, or relinquishment of 
recognition of the accreditation body 
that granted its accreditation. Such re-
port must include an up-to-date list of 
any audit agents it uses to conduct au-
dits under this subpart. 

(c) Notification to FDA of a serious risk 
to public health. An accredited third- 
party certification body must imme-
diately notify FDA electronically, in 
English, if during a regulatory or con-
sultative audit, any of its audit agents 
or the accredited third-party certifi-
cation body itself discovers a condition 
that could cause or contribute to a se-
rious risk to the public health, pro-
viding the following information: 

(1) The name, physical address, and 
unique facility identifier, if designated 
by FDA, of the eligible entity subject 
to the audit, and, where applicable, the 
registration number under subpart H of 
this part; 

(2) The name, physical address, and 
unique facility identifier, if designated 
by FDA, of the facility where the con-
dition was discovered (if different from 
that of the eligible entity) and, where 
applicable, the registration number as-

signed to the facility under subpart H 
of this part; and 

(3) The condition for which notifica-
tion is submitted. 

(d) Immediate notification to FDA of 
withdrawal or suspension of a food or fa-
cility certification. An accredited third- 
party certification body must notify 
FDA electronically, in English, imme-
diately upon withdrawing or sus-
pending any food or facility certifi-
cation of an eligible entity and the 
basis for such action. 

(e) Notification to its recognized accred-
itation body or an eligible entity. (1) 
After notifying FDA under paragraph 
(c) of this section, an accredited third- 
party certification body must imme-
diately notify the eligible entity of 
such condition and must immediately 
thereafter notify the recognized ac-
creditation body that granted its ac-
creditation, except for third-party cer-
tification bodies directly accredited by 
FDA. Where feasible and reliable, the 
accredited third-party certification 
body may contemporaneously notify 
its recognized accreditation body and/ 
or the eligible entity when notifying 
FDA. 

(2) An accredited third-party certifi-
cation body must notify its recognized 
accreditation body (or, in the case of 
direct accreditation, FDA) electroni-
cally, in English, within 30 days after 
making any significant change that 
would affect the manner in which it 
complies with the requirements of this 
subpart and must include with such no-
tification the following information: 

(i) A description of the change; and 
(ii) An explanation for the purpose of 

the change. 

§ 1.657 How must an accredited third- 
party certification body protect 
against conflicts of interest? 

(a) An accredited third-party certifi-
cation body must implement a written 
program to protect against conflicts of 
interest between the accredited third- 
party certification body (and its offi-
cers, employees, and other agents in-
volved in auditing and certification ac-
tivities) and an eligible entity seeking 
a food safety audit or food or facility 
certification from, or audited or cer-
tified by, such accredited third-party 
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