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have been resolved, including evidence 
addressing the cause or conditions that 
were the basis for revocation and iden-
tifying measures that have been imple-
mented to help ensure that such 
cause(s) or condition(s) are unlikely to 
recur. 

(b) Application following relinquish-
ment. An accreditation body that pre-
viously relinquished its recognition 
under § 1.635 may seek recognition by 
submitting a new application for rec-
ognition under § 1.630. 

ACCREDITATION OF THIRD-PARTY CER-
TIFICATION BODIES UNDER THIS SUB-
PART 

§ 1.640 Who is eligible to seek accredi-
tation? 

(a) A foreign government, agency of a 
foreign government, foreign coopera-
tive, or any other third party may seek 
accreditation from a recognized accred-
itation body (or, where direct accredi-
tation is appropriate, FDA) to conduct 
food safety audits and to issue food and 
facility certifications to eligible enti-
ties under this subpart. An accredited 
third-party certification body may use 
documentation of conformance with 
ISO/IEC 17021: 2011 or ISO/IEC 17065: 
2012, supplemented as necessary, in 
meeting the applicable requirements of 
this subpart. 

(b) A foreign government or an agen-
cy of a foreign government is eligible 
for accreditation if it can demonstrate 
that its food safety programs, systems, 
and standards meet the requirements 
of §§ 1.641 through 1.645. 

(c) A foreign cooperative or other 
third party is eligible for accreditation 
if it can demonstrate that the training 
and qualifications of its agents used to 
conduct audits (or, in the case of a 
third-party certification body that is 
an individual, such individual) and its 
internal systems and standards meet 
the requirements of §§ 1.641 through 
1.645. 

§ 1.641 What legal authority must a 
third-party certification body have 
to qualify for accreditation? 

(a) A third-party certification body 
seeking accreditation from a recog-
nized accreditation body or from FDA 
must demonstrate that it has the au-
thority (as a governmental entity or as 

a legal entity with contractual rights) 
to perform such examinations of facili-
ties, their process(es), and food(s) as 
are necessary to determine compliance 
with the applicable food safety require-
ments of the FD&C Act and FDA regu-
lations, and conformance with applica-
ble industry standards and practices 
and to issue certifications where appro-
priate based on a review of the findings 
of such examinations. This includes au-
thority to: 

(1) Review any relevant records; 
(2) Conduct onsite audits of an eligi-

ble entity; and 
(3) Suspend or withdraw certification 

for failure to comply with applicable 
requirements. 

(b) A third-party certification body 
seeking accreditation must dem-
onstrate that it is capable of exerting 
the authority (as a governmental enti-
ty or as legal entity with contractual 
rights) necessary to meet the applica-
ble requirements of accreditation 
under this subpart if accredited. 

§ 1.642 What competency and capacity 
must a third-party certification 
body have to qualify for accredita-
tion? 

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

(a) The resources necessary to fully 
implement its certification program, 
including: 

(1) Adequate numbers of employees 
and other agents with relevant knowl-
edge, skills, and experience to effec-
tively examine for compliance with ap-
plicable FDA food safety requirements 
of the FD&C Act and FDA regulations, 
conformance with applicable industry 
standards and practices, and issuance 
of valid and reliable certifications; and 

(2) Adequate financial resources for 
its operations; and 

(b) The competency and capacity to 
meet the applicable requirements of 
this subpart, if accredited. 

§ 1.643 What protections against con-
flicts of interest must a third-party 
certification body have to qualify 
for accreditation? 

A third-party certification body must 
demonstrate that it has: 
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