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(a) Implemented written measures to 
protect against conflicts of interest be-
tween the third-party certification 
body (and its officers, employees, and 
other agents involved in auditing and 
certification activities) and clients 
seeking examinations or certification 
from, or audited or certified by, such 
third-party certification body; and 

(b) The capability to meet the con-
flict of interest requirements in § 1.657, 
if accredited. 

§ 1.644 What quality assurance proce-
dures must a third-party certifi-
cation body have to qualify for ac-
creditation? 

A third-party certification body 
seeking accreditation must dem-
onstrate that it has: 

(a) Implemented a written program 
for monitoring and evaluating the per-
formance of its officers, employees, and 
other agents involved in auditing and 
certification activities, including pro-
cedures to: 

(1) Identify deficiencies in its audit-
ing and certification program or per-
formance; and 

(2) Quickly execute corrective ac-
tions that effectively address any iden-
tified deficiencies; and 

(b) The capability to meet the qual-
ity assurance requirements of § 1.655, if 
accredited. 

§ 1.645 What records procedures must 
a third-party certification body 
have to qualify for accreditation? 

A third-party certification body 
seeking accreditation must dem-
onstrate that it: 

(a) Implemented written procedures 
to establish, control, and retain 
records (including documents and data) 
for a period of time necessary to meet 
its contractual and legal obligations 
and to provide an adequate basis for 
evaluating its program and perform-
ance; and 

(b) Is capable of meeting the report-
ing, notification, and records require-
ments of this subpart, if accredited. 

REQUIREMENTS FOR THIRD-PARTY CER-
TIFICATION BODIES THAT HAVE BEEN 
ACCREDITED UNDER THIS SUBPART 

§ 1.650 How must an accredited third- 
party certification body ensure its 
audit agents are competent and ob-
jective? 

(a) An accredited third-party certifi-
cation body that uses audit agents to 
conduct food safety audits must ensure 
that each such audit agent meets the 
following requirements with respect to 
the scope of its accreditation under 
this subpart. If the accredited third- 
party certification body is an indi-
vidual, that individual is also subject 
to the following requirements, as appli-
cable: 

(1) Has relevant knowledge and expe-
rience that provides an adequate basis 
for the audit agent to evaluate compli-
ance with applicable food safety re-
quirements of the FD&C Act and FDA 
regulations and, for consultative au-
dits, also includes conformance with 
applicable industry standards and prac-
tices; 

(2) Has been determined by the ac-
credited third-party certification body, 
through observations of a representa-
tive sample of audits, to be competent 
to conduct food safety audits under 
this subpart relevant to the audits 
they will be assigned to perform; 

(3) Has completed annual food safety 
training that is relevant to activities 
conducted under this subpart; 

(4) Is in compliance with the conflict 
of interest requirements of § 1.657 and 
has no other conflicts of interest with 
the eligible entity to be audited that 
might impair the audit agent’s objec-
tivity; and 

(5) Agrees to notify its accredited 
third-party certification body imme-
diately upon discovering, during a food 
safety audit, any condition that could 
cause or contribute to a serious risk to 
the public health. 

(b) In assigning an audit agent to 
conduct a food safety audit at a par-
ticular eligible entity, an accredited 
third-party certification body must de-
termine that the audit agent is quali-
fied to conduct such audit under the 
criteria established in paragraph (a) of 
this section and based on the scope and 
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purpose of the audit and the type of fa-
cility, its process(es), and food. 

(c) An accredited third-party certifi-
cation body cannot use an audit agent 
to conduct a regulatory audit at an eli-
gible entity if such audit agent con-
ducted a consultative audit or regu-
latory audit for the same eligible enti-
ty in the preceding 13 months, except 
that such limitation may be waived if 
the accredited third-party certification 
body demonstrates to FDA, under 
§ 1.663, there is insufficient access to 
audit agents in the country or region 
where the eligible entity is located. If 
the accredited third-party certification 
body is an individual, that individual is 
also subject to such limitations. 

§ 1.651 How must an accredited third- 
party certification body conduct a 
food safety audit of an eligible enti-
ty? 

(a) Audit planning. Before beginning 
to conduct a food safety audit under 
this subpart, an accredited third-party 
certification body must: 

(1) Require the eligible entity seek-
ing a food safety audit to: 

(i) Identify the scope and purpose of 
the food safety audit, including the fa-
cility, process(es), or food to be au-
dited; whether the food safety audit is 
to be conducted as a consultative or 
regulatory audit subject to the require-
ments of this subpart, and if a regu-
latory audit, the type(s) of certifi-
cation(s) sought; and 

(ii) Provide a 30-day operating sched-
ule for such facility that includes in-
formation relevant to the scope and 
purpose of the audit; and 

(2) Determine whether the requested 
audit is within its scope of accredita-
tion. 

(b) Authority to audit. In arranging a 
food safety audit with an eligible enti-
ty under this subpart, an accredited 
third-party certification body must en-
sure it has authority, whether contrac-
tual or otherwise, to: 

(1) Conduct an unannounced audit to 
determine whether the facility, proc-
ess(es), and food of the eligible entity 
(within the scope of the audit) comply 
with the applicable food safety require-
ments of the FD&C Act and FDA regu-
lations and, for consultative audits, 

also includes conformance with appli-
cable industry standards and practices; 

(2) Access any records and any area 
of the facility, process(es), and food of 
the eligible entity relevant to the 
scope and purpose of such audit; 

(3) When, for a regulatory audit, sam-
pling and analysis is conducted, the ac-
credited third-party certification body 
must use a laboratory that is accred-
ited in accordance with ISO/IEC 
17025:2017 to perform the analysis. 

(4) Notify FDA immediately if, at 
any time during a food safety audit, 
the accredited third-party certification 
body (or its audit agent, where applica-
ble) discovers a condition that could 
cause or contribute to a serious risk to 
the public health and provide informa-
tion required by § 1.656(c); 

(5) Prepare reports of audits con-
ducted under this subpart as follows: 

(i) For consultative audits, prepare 
reports that contain the elements spec-
ified in § 1.652(a) and maintain such 
records, subject to FDA access in ac-
cordance with section 414 of the FD&C 
Act; and 

(ii) For regulatory audits, prepare re-
ports that contain the elements speci-
fied in § 1.652(b) and submit them to 
FDA and to its recognized accredita-
tion body (where applicable) under 
§ 1.656(a); and 

(6) Allow FDA and the recognized ac-
creditation body that accredited such 
third-party certification body, if any, 
to observe any food safety audit con-
ducted under this subpart for purposes 
of evaluating the accredited third- 
party certification body’s performance 
under §§ 1.621 and 1.662 or, where appro-
priate, the recognized accreditation 
body’s performance under §§ 1.622 and 
1.633. 

(c) Audit protocols. An accredited 
third-party certification body (or its 
audit agent, where applicable) must 
conduct a food safety audit in a man-
ner consistent with the identified scope 
and purpose of the audit and within the 
scope of its accreditation. 

(1) With the exception of records re-
view, which may be scheduled, the 
audit must be conducted without an-
nouncement during the 30-day time-
frame identified under paragraph 
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