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the procedures and perform and docu-
ment the activities required under 
paragraph (c)(3)(i) of this section pro-
vided that you review and assess that 
entity’s documentation of the proce-
dures and activities, and you document 
your review and assessment. 

[80 FR 74340, Nov. 27, 2015, as amended at 81 
FR 25327, Apr. 28, 2016] 

§ 1.513 What FSVP may I have if I am 
importing certain food from a coun-
try with an officially recognized or 
equivalent food safety system? 

(a) General. (1) If you meet the condi-
tions and requirements of paragraph 
(b) of this section for a food of the type 
specified in paragraph (a)(2) of this sec-
tion that you are importing, then you 
are not required to comply with the re-
quirements in §§ 1.504 through 1.508. 
You would still be required to comply 
with the requirements in §§ 1.503, 1.509, 
and 1.510. 

(2) This section applies to food that is 
not intended for further manufac-
turing/processing, including packaged 
food products and raw agricultural 
commodities that will not be commer-
cially processed further before con-
sumption. 

(b) Conditions and requirements. (1) Be-
fore importing a food from the foreign 
supplier and annually thereafter, you 
must document that the foreign sup-
plier is in, and under the regulatory 
oversight of, a country whose food safe-
ty system FDA has officially recog-
nized as comparable or determined to 
be equivalent to that of the United 
States, and that the food is within the 
scope of that official recognition or 
equivalency determination. 

(2) Before importing a food from the 
foreign supplier, you must determine 
and document whether the foreign sup-
plier of the food is in good compliance 
standing with the food safety authority 
of the country in which the foreign 
supplier is located. You must continue 
to monitor whether the foreign sup-
plier is in good compliance standing 
and promptly review any information 
obtained. If the information indicates 
that food safety hazards associated 
with the food are not being signifi-
cantly minimized or prevented, you 
must take prompt corrective action. 
The appropriate corrective action will 

depend on the circumstances but could 
include discontinuing use of the foreign 
supplier. You must document any cor-
rective actions that you undertake in 
accordance with this paragraph (b)(2). 

§ 1.514 What are some consequences of 
failing to comply with the require-
ments of this subpart? 

(a) Refusal of admission. An article of 
food is subject to refusal of admission 
under section 801(a)(3) of the Federal 
Food, Drug, and Cosmetic Act if it ap-
pears that the importer of that food 
fails to comply with this subpart with 
respect to that food. If there is no U.S. 
owner or consignee of an article of food 
at the time the food is offered for entry 
into the United States, the article of 
food may not be imported into the 
United States unless the foreign owner 
or consignee has appropriately des-
ignated a U.S. agent or representative 
as the importer in accordance with 
§ 1.500. 

(b) Prohibited act. The importation or 
offering for importation into the 
United States of an article of food 
without the importer having an FSVP 
that meets the requirements of section 
805 of the Federal Food, Drug, and Cos-
metic Act, including the requirements 
of this subpart, is prohibited under sec-
tion 301(zz) of the Federal Food, Drug, 
and Cosmetic Act. 

Subpart M—Accreditation of 
Third-Party Certification Bod-
ies To Conduct Food Safety 
Audits and To Issue Certifi-
cations 

SOURCE: 80 FR 74650, Nov. 27, 2015, unless 
otherwise noted. 

§ 1.600 What definitions apply to this 
subpart? 

(a) The FD&C Act means the Federal 
Food, Drug, and Cosmetic Act. 

(b) Except as otherwise defined in 
paragraph (c) of this section, the defi-
nitions of terms in section 201 of the 
FD&C Act apply when the terms are 
used in this subpart. 

(c) In addition, for the purposes of 
this subpart: 

Accreditation means a determination 
by a recognized accreditation body (or, 
in the case of direct accreditation, by 
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FDA) that a third-party certification 
body meets the applicable require-
ments of this subpart. 

Accreditation body means an author-
ity that performs accreditation of 
third-party certification bodies. 

Accredited third-party certification 
body means a third-party certification 
body that a recognized accreditation 
body (or, in the case of direct accredi-
tation, FDA) has determined meets the 
applicable requirements of this subpart 
and is accredited to conduct food safe-
ty audits and to issue food or facility 
certifications to eligible entities. An 
accredited third-party certification 
body has the same meaning as accred-
ited third-party auditor as defined in 
section 808(a)(4) of the FD&C Act. 

Assessment means: 
(i) With respect to an accreditation 

body, an evaluation by FDA of the 
competency and capacity of the accred-
itation body under the applicable re-
quirements of this subpart for the de-
fined scope of recognition. An assess-
ment of the competency and capacity 
of the accreditation body involves eval-
uating the competency and capacity of 
the operations of the accreditation 
body that are relevant to decisions on 
recognition and, if recognized, an eval-
uation of its performance and the va-
lidity of its accreditation decisions 
under the applicable requirements of 
this subpart. 

(ii) With respect to a third-party cer-
tification body, an evaluation by a rec-
ognized accreditation body (or, in the 
case of direct accreditation, FDA) of 
the competency and capacity of a 
third-party certification body under 
the applicable requirements of this 
subpart for the defined scope of accred-
itation. An assessment of the com-
petency and capacity of the third-party 
certification body involves evaluating 
the competency and capacity of the op-
erations of the third-party certifi-
cation body that are relevant to deci-
sions on accreditation and, if accred-
ited, an evaluation of its performance 
and the validity of its audit results and 
certification decisions under the appli-
cable requirements of this subpart. 

Audit means the systematic and func-
tionally independent examination of an 
eligible entity under this subpart by an 
accredited third-party certification 

body or by FDA. An audit conducted 
under this subpart is not considered an 
inspection under section 704 of the 
FD&C Act. 

Audit agent means an individual who 
is an employee or other agent of an ac-
credited third-party certification body 
who, although not individually accred-
ited, is qualified to conduct food safety 
audits on behalf of an accredited third- 
party certification body. An audit 
agent includes a contractor of the ac-
credited third-party certification body 
but excludes subcontractors or other 
agents under outsourcing arrange-
ments for conducting food safety au-
dits without direct control by the ac-
credited third-party certification body. 

Consultative audit means an audit of 
an eligible entity: 

(i) To determine whether such entity 
is in compliance with the applicable 
food safety requirements of the FD&C 
Act, FDA regulations, and industry 
standards and practices; 

(ii) The results of which are for inter-
nal purposes only; and 

(iii) That is conducted in preparation 
for a regulatory audit; only the results 
of a regulatory audit may form the 
basis for issuance of a food or facility 
certification under this subpart. 

Direct accreditation means accredita-
tion of a third-party certification body 
by FDA. 

Eligible entity means a foreign entity 
in the import supply chain of food for 
consumption in the United States that 
chooses to be subject to a food safety 
audit under this subpart conducted by 
an accredited third-party certification 
body. Eligible entities include foreign 
facilities required to be registered 
under subpart H of this part. 

Facility means any structure, or 
structures of an eligible entity under 
one ownership at one general physical 
location, or, in the case of a mobile fa-
cility, traveling to multiple locations, 
that manufactures/processes, packs, 
holds, grows, harvests, or raises ani-
mals for food for consumption in the 
United States. Transport vehicles are 
not facilities if they hold food only in 
the usual course of business as carriers. 
A facility may consist of one or more 
contiguous structures, and a single 
building may house more than one dis-
tinct facility if the facilities are under 
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separate ownership. The private resi-
dence of an individual is not a facility. 
Non-bottled water drinking water col-
lection and distribution establishments 
and their structures are not facilities. 
Facilities for the purposes of this sub-
part are not limited to facilities re-
quired to be registered under subpart H 
of this part. 

Facility certification means an attesta-
tion, issued for purposes of section 
801(q) or 806 of the FD&C Act by an ac-
credited third-party certification body, 
after conducting a regulatory audit 
and any other activities necessary to 
establish whether a facility complies 
with the applicable food safety require-
ments of the FD&C Act and FDA regu-
lations. 

Food has the meaning given in sec-
tion 201(f) of the FD&C Act, except 
that food does not include pesticides 
(as defined in 7 U.S.C. 136(u)). 

Food certification means an attesta-
tion, issued for purposes of section 
801(q) of the FD&C Act by an accred-
ited third-party certification body, 
after conducting a regulatory audit 
and any other activities necessary to 
establish whether a food of an eligible 
entity complies with the applicable 
food safety requirements of the FD&C 
Act and FDA regulations. 

Food safety audit means a regulatory 
audit or a consultative audit that is 
conducted to determine compliance 
with the applicable food safety require-
ments of the FD&C Act, FDA regula-
tions, and for consultative audits, also 
includes conformance with industry 
standards and practices. An eligible en-
tity must declare that an audit is to be 
conducted as a regulatory audit or con-
sultative audit at the time of audit 
planning and the audit will be con-
ducted on an unannounced basis under 
this subpart. 

Foreign cooperative means an autono-
mous association of persons, identified 
as members, who are united through a 
jointly owned enterprise to aggregate 
food from member growers or proc-
essors that is intended for export to 
the United States. 

Recognized accreditation body means 
an accreditation body that FDA has de-
termined meets the applicable require-
ments of this subpart and is authorized 

to accredit third-party certification 
bodies under this subpart. 

Regulatory audit means an audit of an 
eligible entity: 

(i) To determine whether such entity 
is in compliance with the applicable 
food safety requirements of the FD&C 
Act and FDA regulations; and 

(ii) The results of which are used in 
determining eligibility for certification 
under section 801(q) or under section 
806 of the FD&C Act. 

Relinquishment means: 
(i) With respect to an accreditation 

body, a decision to cede voluntarily its 
authority to accredit third-party cer-
tification bodies as a recognized ac-
creditation body prior to expiration of 
its recognition under this subpart; and 

(ii) With respect to a third-party cer-
tification body, a decision to cede vol-
untarily its authority to conduct food 
safety audits and to issue food and fa-
cility certifications to eligible entities 
as an accredited third-party certifi-
cation body prior to expiration of its 
accreditation under this subpart. 

Self-assessment means an evaluation 
conducted by a recognized accredita-
tion body or by an accredited third- 
party certification body of its com-
petency and capacity under the appli-
cable requirements of this subpart for 
the defined scope of recognition or ac-
creditation. For recognized accredita-
tion bodies this involves evaluating the 
competency and capacity of the entire 
operations of the accreditation body 
and the validity of its accreditation de-
cisions under the applicable require-
ments of this subpart. For accredited 
third-party certification bodies this in-
volves evaluating the competency and 
capacity of the entire operations of the 
third-party certification body and the 
validity of its audit results under the 
applicable requirements of this sub-
part. 

Third-party certification body has the 
same meaning as third-party auditor as 
that term is defined in section 808(a)(3) 
of the FD&C Act and means a foreign 
government, agency of a foreign gov-
ernment, foreign cooperative, or any 
other third party that is eligible to be 
considered for accreditation to conduct 
food safety audits and to certify that 
eligible entities meet the applicable 
food safety requirements of the FD&C 
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Act and FDA regulations. A third- 
party certification body may be a sin-
gle individual or an organization. Once 
accredited, a third-party certification 
body may use audit agents to conduct 
food safety audits. 

§ 1.601 Who is subject to this subpart? 

(a) Accreditation bodies. Any accredi-
tation body seeking recognition from 
FDA to accredit third-party certifi-
cation bodies to conduct food safety 
audits and to issue food and facility 
certifications under this subpart. 

(b) Third-party certification bodies. 
Any third-party certification body 
seeking accreditation from a recog-
nized accreditation body or direct ac-
creditation by FDA for: 

(1) Conducting food safety audits; and 
(2) Issuing certifications that may be 

used in satisfying a condition of admis-
sibility of an article of food under sec-
tion 801(q) of the FD&C Act; or issuing 
a facility certification for meeting the 
eligibility requirements for the Vol-
untary Qualified Importer Program 
under section 806 of the FD&C Act. 

(c) Eligible entities. Any eligible entity 
seeking a food safety audit or a food or 
facility certification from an accred-
ited third-party certification body 
under this subpart. 

(d) Limited exemptions from section 
801(q) of the FD&C Act—(1) Alcoholic 
beverages. (i) Any certification required 
under section 801(q) of the FD&C Act 
does not apply with respect to alco-
holic beverages from an eligible entity 
that is a facility that meets the fol-
lowing two conditions: 

(A) Under the Federal Alcohol Ad-
ministration Act (27 U.S.C. 201 et seq.) 
or chapter 51 of subtitle E of the Inter-
nal Revenue Code of 1986 (26 U.S.C. 5001 
et seq.), the facility is a foreign facility 
of a type that, if it were a domestic fa-
cility, would require obtaining a per-
mit from, registering with, or obtain-
ing approval of a notice or application 
from the Secretary of the Treasury as 
a condition of doing business in the 
United States; and 

(B) Under section 415 of the FD&C 
Act, the facility is required to register 
as a facility because it is engaged in 
manufacturing/processing one or more 
alcoholic beverages. 

(ii) Any certification required under 
section 801(q) of the FD&C Act does not 
apply with respect to food that is not 
an alcoholic beverage that is received 
and distributed by a facility described 
in paragraph (d)(1)(i) of this section, 
provided such food: 

(A) Is received and distributed in pre-
packaged form that prevents any direct 
human contact with such food; and 

(B) Constitutes not more than 5 per-
cent of the overall sales of the facility, 
as determined by the Secretary of the 
Treasury. 

(iii) Any certification required under 
section 801(q) of the FD&C Act does not 
apply with respect to raw materials or 
other ingredients that are imported for 
use in alcoholic beverages provided 
that: 

(A) The imported raw materials or 
other ingredients are used in the manu-
facturing/processing, packing, or hold-
ing of alcoholic beverages; 

(B) Such manufacturing/processing, 
packing, or holding is performed by the 
importer; 

(C) The importer is required to reg-
ister under section 415 of the Federal 
Food, Drug, and Cosmetic Act; and 

(D) The importer is exempt from the 
regulations in part 117 of this chapter 
in accordance with § 117.5(i). 

(2) Certain meat, poultry, and egg prod-
ucts. Any certification required under 
section 801(q) of the FD&C Act does not 
apply with respect to: 

(i) Meat food products that at the 
time of importation are subject to the 
requirements of the United States De-
partment of Agriculture (USDA) under 
the Federal Meat Inspection Act (21 
U.S.C. 601 et seq.); 

(ii) Poultry products that at the time 
of importation are subject to the re-
quirements of the USDA under the 
Poultry Products Inspection Act (21 
U.S.C. 451 et seq.); and 

(iii) Egg products that at the time of 
importation are subject to the require-
ments of the USDA under the Egg 
Products Inspection Act (21 U.S.C. 1031 
et seq.). 

VerDate Sep<11>2014 13:48 Jun 01, 2017 Jkt 241070 PO 00000 Frm 00094 Fmt 8010 Sfmt 8010 Q:\21\21V1.TXT 31lp
ow

el
l o

n 
D

S
K

54
D

X
V

N
1O

F
R

 w
ith

 $
$_

JO
B



85 

Food and Drug Administration, HHS § 1.614 

RECOGNITION OF ACCREDITATION BODIES 
UNDER THIS SUBPART 

§ 1.610 Who is eligible to seek recogni-
tion? 

An accreditation body is eligible to 
seek recognition by FDA if it can dem-
onstrate that it meets the require-
ments of §§ 1.611 through 1.615. The ac-
creditation body may use documenta-
tion of conformance with International 
Organization for Standardization/Inter-
national Electrotechnical Commission 
(ISO/IEC) 17011:2004, supplemented as 
necessary, in meeting the applicable 
requirements of this subpart. 

§ 1.611 What legal authority must an 
accreditation body have to qualify 
for recognition? 

(a) An accreditation body seeking 
recognition must demonstrate that it 
has the authority (as a governmental 
entity or as a legal entity with con-
tractual rights) to perform assessments 
of a third-party certification body as 
are necessary to determine its capa-
bility to conduct audits and certify 
food facilities and food, including au-
thority to: 

(1) Review any relevant records; 
(2) Conduct onsite assessments of the 

performance of third-party certifi-
cation bodies, such as by witnessing 
the performance of a representative 
sample of its agents (or, in the case of 
a third-party certification body that is 
an individual, such individual) con-
ducting a representative sample of au-
dits; 

(3) Perform any reassessments or sur-
veillance necessary to monitor compli-
ance of accredited third-party certifi-
cation bodies; and 

(4) Suspend, withdraw, or reduce the 
scope of accreditation for failure to 
comply with the requirements of ac-
creditation. 

(b) An accreditation body seeking 
recognition must demonstrate that it 
is capable of exerting the authority (as 
a governmental entity or as a legal en-
tity with contractual rights) necessary 
to meet the applicable requirements of 
this subpart, if recognized. 

§ 1.612 What competency and capacity 
must an accreditation body have to 
qualify for recognition? 

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

(a) The resources required to ade-
quately implement its accreditation 
program, including: 

(1) Adequate numbers of employees 
and other agents with relevant knowl-
edge, skills, and experience to effec-
tively evaluate the qualifications of 
third-party certification bodies seeking 
accreditation and to effectively mon-
itor the performance of accredited 
third-party certification bodies; and 

(2) Adequate financial resources for 
its operations; and 

(b) The capability to meet the appli-
cable assessment and monitoring re-
quirements, the reporting and notifica-
tion requirements, and the procedures 
of this subpart, if recognized. 

§ 1.613 What protections against con-
flicts of interest must an accredita-
tion body have to qualify for rec-
ognition? 

An accreditation body must dem-
onstrate that it has: 

(a) Implemented written measures to 
protect against conflicts of interest be-
tween the accreditation body (and its 
officers, employees, and other agents 
involved in accreditation activities) 
and any third-party certification body 
(and its officers, employees, and other 
agents involved in auditing and certifi-
cation activities) seeking accreditation 
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 
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(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 
this subpart, including denial of ac-
creditation or the withdrawal, suspen-
sion, or reduction in the scope of its ac-
creditation. The recognized accredita-
tion body must establish and imple-
ment written procedures for receiving 
and addressing appeals from any third- 
party certification body challenging 
such an adverse decision and for inves-
tigating and deciding on appeals in a 
fair and meaningful manner. The ap-
peals procedures must provide similar 
protections to those offered by FDA 
under §§ 1.692 and 1.693, and include re-
quirements to: 

(1) Make the appeals procedures pub-
licly available; 

(2) Use competent persons, who may 
or may not be external to the recog-
nized accreditation body, who are free 
from bias or prejudice and have not 

VerDate Sep<11>2014 13:48 Jun 01, 2017 Jkt 241070 PO 00000 Frm 00096 Fmt 8010 Sfmt 8010 Q:\21\21V1.TXT 31lp
ow

el
l o

n 
D

S
K

54
D

X
V

N
1O

F
R

 w
ith

 $
$_

JO
B



87 

Food and Drug Administration, HHS § 1.622 

participated in the accreditation deci-
sion or be subordinate to a person who 
has participated in the accreditation 
decision to investigate and decide ap-
peals; 

(3) Advise third-party certification 
bodies of the final decisions on their 
appeals; and 

(4) Maintain records under § 1.625 of 
appeals, final decisions on appeals, and 
the bases for such decisions. 

§ 1.621 How must a recognized accredi-
tation body monitor the perform-
ance of third-party certification 
bodies it accredited? 

(a) A recognized accreditation body 
must annually conduct a comprehen-
sive assessment of the performance of 
each third-party certification body it 
accredited under this subpart by re-
viewing the accredited third-party cer-
tification body’s self-assessments (in-
cluding information on compliance 
with the conflict of interest require-
ments of §§ 1.643 and 1.657); its regu-
latory audit reports and notifications 
submitted to FDA under § 1.656; and 
any other information reasonably 
available to the recognized accredita-
tion body regarding the compliance 
history of eligible entities the accred-
ited third-party certification body cer-
tified under this subpart; or that is 
otherwise relevant to a determination 
whether the accredited third-party cer-
tification body is in compliance with 
this subpart. 

(b) No later than 1 year after the ini-
tial date of accreditation of the third- 
party certification body and every 2 
years thereafter for duration of its ac-
creditation under this subpart, a recog-
nized accreditation body must conduct 
onsite observations of a representative 
sample of regulatory audits performed 
by the third-party certification body 
(or its audit agents) (or, in the case of 
a third-party certification body that is 
an individual, such individual) accred-
ited under this subpart and must visit 
the accredited third-party certification 
body’s headquarters (or other location 
that manages audit agents conducting 
food safety audits under this subpart, if 
different than its headquarters). The 
recognized accreditation body will con-
sider the results of such observations 
and visits in the annual assessment of 

the accredited third-party certification 
body required by paragraph (a) of this 
section. 

§ 1.622 How must a recognized accredi-
tation body monitor its own per-
formance? 

(a) A recognized accreditation body 
must annually, and as required under 
§ 1.664(g), conduct a self-assessment 
that includes evaluation of compliance 
with this subpart, including: 

(1) The performance of its officers, 
employees, or other agents involved in 
accreditation activities and the degree 
of consistency in conducting accredita-
tion activities; 

(2) The compliance of the recognized 
accreditation body and its officers, em-
ployees, and other agents involved in 
accreditation activities, with the con-
flict of interest requirements of § 1.624; 
and 

(3) If requested by FDA, any other as-
pects of its performance relevant to a 
determination whether the recognized 
accreditation body is in compliance 
with this subpart. 

(b) As a means to evaluate the recog-
nized accreditation body’s perform-
ance, the self-assessment must include 
onsite observation of regulatory audits 
of a representative sample of third- 
party certification bodies it accredited 
under this subpart. In meeting this re-
quirement, the recognized accredita-
tion body may use the results of onsite 
observations performed under § 1.621(b). 

(c) Based on the evaluations con-
ducted under paragraphs (a) and (b) of 
this section, the recognized accredita-
tion body must: 

(1) Identify any area(s) where defi-
ciencies exist; 

(2) Quickly implement corrective ac-
tion(s) that effectively address those 
deficiencies; and 

(3) Establish and maintain records of 
any such corrective action(s) under 
§ 1.625. 

(d) The recognized accreditation body 
must prepare, and as required by 
§ 1.623(b) submit, a written report of the 
results of its self-assessment that in-
cludes the following elements. Docu-
mentation of conformance to ISO/IEC 
17011:2004 may be used, supplemented 
as necessary, in meeting the require-
ments of this paragraph. 

VerDate Sep<11>2014 13:48 Jun 01, 2017 Jkt 241070 PO 00000 Frm 00097 Fmt 8010 Sfmt 8010 Q:\21\21V1.TXT 31lp
ow

el
l o

n 
D

S
K

54
D

X
V

N
1O

F
R

 w
ith

 $
$_

JO
B



88 

21 CFR Ch. I (4–1–17 Edition) § 1.623 

(1) A description of any corrective ac-
tions taken under paragraph (c) of this 
section; 

(2) A statement disclosing the extent 
to which the recognized accreditation 
body, and its officers, employees, and 
other agents involved in accreditation 
activities, complied with the conflict 
of interest requirements in § 1.624; and 

(3) A statement attesting to the ex-
tent to which the recognized accredita-
tion body complied with applicable re-
quirements of this subpart. 

§ 1.623 What reports and notifications 
must a recognized accreditation 
body submit to FDA? 

(a) Reporting results of assessments of 
accredited third-party certification body 
performance. A recognized accreditation 
body must submit to FDA electroni-
cally, in English, a report of the results 
of any assessment conducted under 
§ 1.621, no later than 45 days after com-
pleting such assessment. The report 
must include an up-to-date list of any 
audit agents used by the accredited 
third-party certification body to con-
duct food safety audits under this sub-
part. 

(b) Reporting results of recognized ac-
creditation body self-assessments. A rec-
ognized accreditation body must sub-
mit to FDA electronically, in English: 

(1) A report of the results of an an-
nual self-assessment required under 
§ 1.622, no later than 45 days after com-
pleting such self-assessment; and 

(2) For a recognized accreditation 
body subject to § 1.664(g)(1), a report of 
such self-assessment to FDA within 60 
days of the third-party certification 
body’s withdrawal. A recognized ac-
creditation body may use a report pre-
pared for conformance to ISO/IEC 
17011:2004, supplemented as necessary, 
in meeting the requirements this sec-
tion. 

(c) Immediate notification to FDA. A 
recognized accreditation body must no-
tify FDA electronically, in English, 
immediately upon: 

(1) Granting (including expanding the 
scope of) accreditation to a third-party 
certification body under this subpart, 
and include: 

(i) The name, address, telephone 
number, and email address of the ac-
credited third-party certification body; 

(ii) The name of one or more officers 
of the accredited third-party certifi-
cation body; 

(iii) A list of the accredited third- 
party certification body’s audit agents; 
and 

(iv) The scope of accreditation, the 
date on which it was granted, and its 
expiration date. 

(2) Withdrawing, suspending, or re-
ducing the scope of an accreditation 
under this subpart, and include: 

(i) The basis for such action; and 
(ii) Any additional changes to accred-

itation information previously sub-
mitted to FDA under paragraph (c)(1) 
of this section. 

(3) Determining that a third-party 
certification body it accredited failed 
to comply with § 1.653 in issuing a food 
or facility certification under this sub-
part, and include: 

(i) The basis for such determination; 
and 

(ii) Any changes to accreditation in-
formation previously submitted to 
FDA under paragraph (c)(1) of this sec-
tion. 

(d) Other notification to FDA. A recog-
nized accreditation body must notify 
FDA electronically, in English, within 
30 days after: 

(1) Denying accreditation (in whole 
or in part) under this subpart and in-
clude: 

(i) The name, address, telephone 
number, and email address of the third- 
party certification body; 

(ii) The name of one or more officers 
of the third-party certification body; 

(iii) The scope of accreditation re-
quested; and 

(iv) The scope and basis for such de-
nial. 

(2) Making any significant change 
that would affect the manner in which 
it complies with the applicable require-
ments of this subpart and include: 

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

the change. 

§ 1.624 How must a recognized accredi-
tation body protect against con-
flicts of interest? 

(a) A recognized accreditation body 
must implement a written program to 
protect against conflicts of interest be-
tween the recognized accreditation 
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body (and its officers, employees, and 
other agents involved in accreditation 
activities) and any third-party certifi-
cation body (and its officers, employ-
ees, and other agents involved in audit-
ing and certification activities) seek-
ing accreditation from, or accredited 
by, such recognized accreditation body, 
including the following: 

(1) Ensuring that the recognized ac-
creditation body (and its officers, em-
ployees, or other agents involved in ac-
creditation activities) does not own or 
have a financial interest in, manage, or 
otherwise control the third-party cer-
tification body (or any affiliate, par-
ent, or subsidiary); and 

(2) Prohibiting officers, employees, or 
other agents involved in accreditation 
activities of the recognized accredita-
tion body from accepting any money, 
gift, gratuity, or item of value from 
the third-party certification body. 

(3) The items specified in paragraph 
(a)(2) of this section do not include: 

(i) Money representing payment of 
fees for accreditation services and re-
imbursement of direct costs associated 
with an onsite assessment of the third- 
party certification body; or 

(ii) Lunch of de minimis value pro-
vided during the course of an assess-
ment and on the premises where the as-
sessment is conducted, if necessary to 
facilitate the efficient conduct of the 
assessment. 

(b) A recognized accreditation body 
may accept the payment of fees for ac-
creditation services and the reimburse-
ment of direct costs associated with as-
sessment of a certification body only 
after the date on which the report of 
such assessment was completed or the 
date of which the accreditation was 
issued, whichever comes later. Such 
payment is not considered a conflict of 
interest for purposes of paragraph (a) 
of this section. 

(c) The financial interests of the 
spouses and children younger than 18 
years of age of a recognized accredita-
tion body’s officers, employees, and 
other agents involved in accreditation 
activities will be considered the finan-
cial interests of such officers, employ-
ees, and other agents involved in ac-
creditation activities. 

(d) A recognized accreditation body 
must maintain on its Web site an up- 

to-date list of the third-party certifi-
cation bodies it accredited under this 
subpart and must identify the duration 
and scope of each accreditation and the 
date(s) on which the accredited third- 
party certification body paid any fee or 
reimbursement associated with such 
accreditation. If the accreditation of a 
certification body is suspended, with-
drawn, or reduced in scope, this list 
must also include the date of suspen-
sion, withdrawal, or reduction in scope 
and maintain that information for the 
duration of accreditation or until the 
suspension is lifted, the certification 
body is reaccredited, or the scope of ac-
creditation is reinstated, whichever 
comes first. 

§ 1.625 What records requirements 
must an accreditation body that has 
been recognized meet? 

(a) An accreditation body that has 
been recognized must maintain elec-
tronically for 5 years records created 
while it is recognized (including docu-
ments and data) demonstrating its 
compliance with this subpart, includ-
ing records relating to: 

(1) Applications for accreditation and 
renewal of accreditation under § 1.660; 

(2) Decisions to grant, deny, suspend, 
withdraw, or expand or reduce the 
scope of an accreditation; 

(3) Challenges to adverse accredita-
tion decisions under § 1.620(c); 

(4) Its monitoring of accredited third- 
party certification bodies under § 1.621; 

(5) Self-assessments and corrective 
actions under § 1.622; 

(6) Regulatory audit reports, includ-
ing any supporting information, that 
an accredited third-party certification 
body may have submitted; 

(7) Any reports or notifications to 
FDA under § 1.623, including any sup-
porting information; and 

(8) Records of fee payments and reim-
bursement of direct costs. 

(b) An accreditation body that has 
been recognized must make records re-
quired by paragraph (a) of this section 
available for inspection and copying 
promptly upon written request of an 
authorized FDA officer or employee at 
the place of business of the accredita-
tion body or at a reasonably accessible 
location. If the records required by 
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paragraph (a) of this section are re-
quested by FDA electronically, the 
records must be submitted to FDA 
electronically not later than 10 busi-
ness days after the date of the request. 
Additionally, if the requested records 
are maintained in a language other 
than English, the accreditation body 
must electronically submit an English 
translation within a reasonable time. 

(c) An accreditation body that has 
been recognized must not prevent or 
interfere with FDA’s access to its ac-
credited third-party certification bod-
ies and the accredited third-party cer-
tification body records required by 
§ 1.658. 

PROCEDURES FOR RECOGNITION OF AC-
CREDITATION BODIES UNDER THIS SUB-
PART 

§ 1.630 How do I apply to FDA for rec-
ognition or renewal of recognition? 

(a) Applicant for recognition. An ac-
creditation body seeking recognition 
must submit an application dem-
onstrating that it meets the eligibility 
requirements in § 1.610. 

(b) Applicant for renewal of recogni-
tion. An accreditation body seeking re-
newal of its accreditation must submit 
a renewal application demonstrating 
that it continues to meet the require-
ments of this subpart. 

(c) Submission. Recognition and re-
newal applications and any documents 
provided as part of the application 
process must be submitted electroni-
cally, in English. An applicant must 
provide any translation and interpreta-
tion services needed by FDA during the 
processing of the application, including 
during onsite assessments of the appli-
cant by FDA. 

(d) Signature. Recognition and re-
newal applications must be signed in 
the manner designated by FDA, by an 
individual authorized to act on behalf 
of the applicant for purposes of seeking 
recognition or renewal of recognition. 

§ 1.631 How will FDA review my appli-
cation for recognition or renewal of 
recognition and what happens once 
FDA decides on my application? 

(a) Review of recognition or renewal ap-
plication. FDA will examine an accredi-
tation body’s recognition or renewal 
application for completeness and no-

tify the applicant of any deficiencies. 
FDA will review an accreditation 
body’s recognition or renewal applica-
tion on a first in, first out basis accord-
ing to the date on which the completed 
application was submitted; however, 
FDA may prioritize the review of spe-
cific applications to meet the needs of 
the program. 

(b) Evaluation of recognition or re-
newal. FDA will evaluate any com-
pleted recognition or renewal applica-
tion to determine whether the appli-
cant meets the applicable requirements 
of this subpart. Such evaluation may 
include an onsite assessment of the ac-
creditation body. FDA will notify the 
applicant, in writing, regarding wheth-
er the application has been approved or 
denied. FDA may make such notifica-
tion electronically. If FDA does not 
reach a final decision on a renewal ap-
plication before an accreditation 
body’s recognition terminates by expi-
ration, FDA may extend such recogni-
tion for a specified period of time or 
until the Agency reaches a final deci-
sion on the renewal application. 

(c) Issuance of recognition. FDA will 
notify an applicant that its recognition 
or renewal application has been ap-
proved through issuance of recognition 
that will list any limitations associ-
ated with the recognition. 

(d) Issuance of denial of recognition or 
renewal application. FDA will notify an 
applicant that its recognition or re-
newal application has been denied 
through issuance of a denial of recogni-
tion or denial of a renewal application 
that will state the basis for such denial 
and provide the procedures for request-
ing reconsideration of the application 
under § 1.691. 

(e) Notice of records custodian after de-
nial of an application for renewal of rec-
ognition. An applicant whose renewal 
application was denied must notify 
FDA electronically, in English, within 
10 business days of the date of issuance 
of a denial of a renewal application, of 
the name and contact information of 
the custodian who will maintain the 
records required by § 1.625(a) and make 
them available to FDA as required by 
§ 1.625(b). The contact information for 
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the custodian must include, at a min-
imum, an email address and the phys-
ical address where the records required 
by § 1.625(a) will be located. 

(f) Effect of denial of an application for 
renewal of recognition of an accreditation 
body on accredited third-party certifi-
cation bodies. (1) FDA will issue a no-
tice of the denial of a recognition re-
newal to any third-party certification 
bodies accredited by the accreditation 
body whose renewal application was de-
nied. The third-party certification 
body’s accreditation will remain in ef-
fect so long as the third-party certifi-
cation body: 

(i) No later than 60 days after FDA’s 
issuance of the notice of the denial of 
recognition renewal, conducts a self-as-
sessment under § 1.655 and reports the 
results of the self-assessment to FDA 
under § 1.656(b); and 

(ii) No later than 1 year after 
issuance of the notice of denial of rec-
ognition renewal or the original date of 
the expiration of the accreditation, 
whichever comes first, becomes accred-
ited by another recognized accredita-
tion body or by FDA through direct ac-
creditation. 

(2) FDA may withdraw the accredita-
tion of a third-party certification body 
whenever FDA determines there is 
good cause for withdrawal of accredita-
tion under § 1.664(c). 

(g) Effect of denial of an application for 
renewal of recognition of an accreditation 
body on food or facility certifications 
issued to eligible entities. A food or facil-
ity certification issued by a third-party 
certification body accredited by a rec-
ognized accreditation body prior to 
issuance of a denial of the renewal ap-
plication will remain 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 certifi-
cation in determining the admissibility 
of the article of food for which the cer-
tification was offered or in determining 
the importer’s eligibility for participa-
tion in the voluntary qualified im-
porter program (VQIP). 

(h) Public notice of denial of an appli-
cation for renewal of recognition of an ac-
creditation body. FDA will provide no-
tice on the Web site described in § 1.690 

of the date of issuance of a denial of a 
renewal application and will describe 
the basis for the denial. 

§ 1.632 What is the duration of recogni-
tion? 

FDA may grant recognition of an ac-
creditation body for a period not to ex-
ceed 5 years from the date of recogni-
tion. 

§ 1.633 How will FDA monitor recog-
nized accreditation bodies? 

(a) FDA will evaluate the perform-
ance of each recognized accreditation 
body to determine its compliance with 
the applicable requirements of this 
subpart. Such assessment must occur 
by at least 4 years after the date of rec-
ognition for a 5-year recognition pe-
riod, or by no later than the mid-term 
point for a recognition period of less 
than 5 years. FDA may conduct addi-
tional assessments of a recognized ac-
creditation body at any time. 

(b) An FDA assessment of a recog-
nized accreditation body may include 
onsite assessments of a representative 
sample of third-party certification bod-
ies the recognized accreditation body 
accredited and onsite audits of a rep-
resentative sample of eligible entities 
certified by such third-party certifi-
cation bodies under this subpart. These 
may be conducted at any time and, as 
FDA determines necessary or appro-
priate, may occur without the recog-
nized accreditation body or, in the case 
of an audit of an eligible entity, the ac-
credited third-party certification body 
present. 

§ 1.634 When will FDA revoke recogni-
tion? 

(a) Grounds for revocation of recogni-
tion. FDA will revoke the recognition 
of an accreditation body found not to 
be in compliance with the require-
ments of this subpart, including for 
any one or more of the following: 

(1) Refusal by the accreditation body 
to allow FDA to access records re-
quired by § 1.625, or to conduct an as-
sessment or investigation of the ac-
creditation body or of a third-party 
certification body it accredited to en-
sure the accreditation body’s continued 
compliance with the requirements of 
this subpart. 
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(2) Failure to take timely and nec-
essary corrective action when: 

(i) The accreditation of a third-party 
certification body it accredited is with-
drawn by FDA under § 1.664(a); 

(ii) A significant deficiency is identi-
fied through self-assessment under 
§ 1.622, monitoring under § 1.621, or self- 
assessment by one or more of its ac-
credited third-party certification bod-
ies under § 1.655; or 

(iii) Directed to do so by FDA to en-
sure compliance with this subpart. 

(3) A determination by FDA that the 
accreditation body has committed 
fraud or has submitted material false 
statements to the Agency. 

(4) A determination by FDA that 
there is otherwise good cause for rev-
ocation, including: 

(i) Demonstrated bias or lack of ob-
jectivity when conducting activities 
under this subpart; or 

(ii) Failure to adequately support one 
or more decisions to grant accredita-
tion under this subpart. 

(iii) Failure to pay the annual user 
fee within 90 days of the payment due 
date, as specified in § 1.725(b)(3). 

(b) Records request associated with rev-
ocation. To assist in determining 
whether revocation is warranted under 
paragraph (a) of this section, FDA may 
request records of the accreditation 
body required by § 1.625 or the records, 
required by § 1.658, of one or more of 
the third-party certification bodies it 
accredited under this subpart. 

(c) Issuance of revocation of recogni-
tion. (1) FDA will notify an accredita-
tion body that its recognition has been 
revoked through issuance of a revoca-
tion that will state the grounds for rev-
ocation, the procedures for requesting 
a regulatory hearing under § 1.693 on 
the revocation, and the procedures for 
requesting reinstatement of recogni-
tion under § 1.636. 

(2) Within 10 business days of the 
date of issuance of the revocation, the 
accreditation body must notify FDA 
electronically, in English, of the name 
of the custodian who will maintain the 
records and make them available to 
FDA as required by § 1.625. The contact 
information for the custodian must 
provide, at a minimum, an email ad-
dress and the physical address where 
the records will be located. 

(d) Effect of revocation of recognition of 
an accreditation body on accredited third- 
party certification bodies. (1) FDA will 
issue a notice of the revocation of rec-
ognition to any accredited third-party 
certification body accredited by the ac-
creditation body whose recognition was 
revoked. The third-party certification 
body’s accreditation will remain in ef-
fect if the third-party certification 
body: 

(i) No later than 60 days after FDA’s 
issuance of the notice of revocation, 
conducts a self-assessment under § 1.655 
and reports the results of the self-as-
sessment to FDA under § 1.656(b); and 

(ii) No later than 1 year after 
issuance of the notice of the revoca-
tion, or the original date of expiration 
of the accreditation, whichever comes 
first, becomes accredited by another 
recognized accreditation body or by 
FDA through direct accreditation. 

(2) FDA may withdraw the accredita-
tion of a third-party certification body 
whenever FDA determines there is 
good cause for withdrawal of accredita-
tion under § 1.664(c). 

(e) Effect of revocation of recognition of 
an accreditation body on food or facility 
certifications issued to eligible entities. A 
food or facility certification issued by 
a third-party certification body accred-
ited by a recognized accreditation body 
prior to issuance of the revocation of 
recognition will remain in effect until 
the certificate terminates by expira-
tion. 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 deter-
mining the admissibility of the article 
of food for which the certification was 
offered or in determining the import-
er’s eligibility for participation in 
VQIP. 

(f) Public notice of revocation of rec-
ognition. FDA will provide notice on 
the Web site described in § 1.690 of the 
issuance of the revocation of recogni-
tion of an accreditation body and will 
describe the basis for revocation. 

[80 FR 74650, Nov. 27, 2015, as amended at 81 
FR 90193, Dec. 14, 2016] 
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§ 1.635 What if I want to voluntarily 
relinquish recognition or do not 
want to renew recognition? 

(a) Notice to FDA of intent to relinquish 
or not to renew recognition. A recognized 
accreditation body must notify FDA 
electronically, in English, at least 60 
days before voluntarily relinquishing 
recognition or before allowing recogni-
tion to expire without seeking renewal. 
The recognized accreditation body 
must provide the name and contact in-
formation of the custodian who will 
maintain the records required under 
§ 1.625(a) after the date of relinquish-
ment or the date recognition expires, 
as applicable, and make them available 
to FDA as required by § 1.625(b). The 
contact information for the custodian 
must include, at a minimum, an email 
address and the physical address where 
the records required by § 1.625(a) will be 
located. 

(b) Notice to accredited third-party cer-
tification bodies of intent to relinquish or 
not to renew recognition. No later than 
15 business days after notifying FDA 
under paragraph (a) of this section, the 
recognized accreditation body must no-
tify any currently accredited third- 
party certification body that it intends 
to relinquish recognition or to allow 
its recognition to expire, specifying the 
date on which relinquishment or expi-
ration will occur. The recognized ac-
creditation body must establish and 
maintain records of such notification 
under § 1.625. 

(c)(1) Effect of voluntary relinquish-
ment or expiration of recognition on third- 
party certification bodies. The accredita-
tion of a third-party certification body 
issued prior to the relinquishment or 
expiration of its accreditation body’s 
recognition will remain in effect, so 
long as the third-party certification 
body: 

(i) No later than 60 days after the 
date of relinquishment or the date of 
expiration of the recognition, conducts 
a self-assessment under § 1.655 and re-
ports the results of the self-assessment 
to FDA under § 1.656(b); and 

(ii) No later than 1 year after the 
date of relinquishment or the date of 
expiration of recognition, or the origi-
nal date of the expiration of the ac-
creditation, whichever comes first, be-
comes accredited by another recog-

nized accreditation body or by FDA 
through direct accreditation. 

(2) FDA may withdraw the accredita-
tion of a third-party certification body 
whenever FDA determines there is 
good cause for withdrawal of accredita-
tion under § 1.664(c). 

(d) Effect of voluntary relinquishment 
or expiration of recognition of an accredi-
tation body on food or facility certifi-
cations issued to eligible entities. A food 
or facility certification issued by a 
third-party certification body accred-
ited by a recognized accreditation body 
prior to relinquishment or expiration 
of its recognition will remain in effect 
until the certification expires. If FDA 
has reason to believe that a certifi-
cation 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 deter-
mining the admissibility of the article 
of food for which the certification was 
offered or in determining the import-
er’s eligibility for participation in 
VQIP. 

(e) Public notice of voluntary relin-
quishment or expiration of recognition. 
FDA will provide notice on the Web 
site described in § 1.690 of the voluntary 
relinquishment or expiration of rec-
ognition of an accreditation body 
under this subpart. 

§ 1.636 How do I request reinstatement 
of recognition? 

(a) Application following revocation. 
An accreditation body that has had its 
recognition revoked may seek rein-
statement by submitting a new appli-
cation for recognition under § 1.630. The 
accreditation body must submit evi-
dence that the grounds for revocation 
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. 
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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: 

(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. 
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§ 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 
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. 
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§ 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: 

(i) ISO/IEC 17025:2005; or 
(ii) Another laboratory accreditation 

standard that provides at least a simi-
lar level of assurance in the validity 
and reliability of sampling methodolo-
gies, analytical methodologies, and an-
alytical results. 

(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 
(a)(1)(ii) of this section and must be fo-
cused on determining whether the fa-
cility, its process(es), and food are in 
compliance with applicable food safety 
requirements of the FD&C Act and 
FDA regulations, and, for consultative 
audits, also includes conformance with 
applicable industry standards and prac-
tices that are within the scope of the 
audit. 

(2) The audit must include records re-
view prior to the onsite examination; 
an onsite examination of the facility, 
its process(es), and the food that re-
sults from such process(es); and where 
appropriate or when required by FDA, 
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environmental or product sampling and 
analysis. When, for a regulatory audit, 
sampling and analysis is conducted, 
the accredited third-party certification 
body must use a laboratory that is ac-
credited in accordance with paragraph 
(b)(3) of this section. The audit may in-
clude any other activities necessary to 
determine compliance with applicable 
food safety requirements of the FD&C 
Act and FDA regulations, and, for con-
sultative audits, also includes conform-
ance with applicable industry stand-
ards and practices. 

(3) The audit must be sufficiently rig-
orous to allow the accredited third- 
party certification body to determine 
whether the eligible entity is in com-
pliance with the applicable food safety 
requirements of the FD&C Act and 
FDA regulations, and for consultative 
audits, also includes conformance with 
applicable industry standards and prac-
tices, at the time of the audit; and for 
a regulatory audit, whether the eligible 
entity, given its food safety system and 
practices would be likely to remain in 
compliance with the applicable food 
safety requirements of the FD&C Act 
and FDA regulations for the duration 
of any certification issued under this 
subpart. An accredited third-party cer-
tification body (or its audit agent, 
where applicable) that identifies a defi-
ciency requiring corrective action may 
verify the effectiveness of a corrective 
action once implemented by the eligi-
ble entity but must not recommend or 
provide input to the eligible entity in 
identifying, selecting, or implementing 
the corrective action. 

(4) Audit observations and other data 
and information from the examination, 
including information on corrective ac-
tions, must be documented and must be 
used to support the findings contained 
in the audit report required by § 1.652 
and maintained as a record under 
§ 1.658. 

§ 1.652 What must an accredited third- 
party certification body include in 
food safety audit reports? 

(a) Consultative audits. An accredited 
third-party certification body must 
prepare a report of a consultative audit 
not later than 45 days after completing 
such audit and must provide a copy of 
such report to the eligible entity and 

must maintain such report under 
§ 1.658, subject to FDA access in accord-
ance with the requirements of section 
414 of the FD&C Act. A consultative 
audit report must include: 

(1) The identity of the site or loca-
tion where the consultative audit was 
conducted, including: 

(i) The name, address and the FDA 
Establishment Identifier of the facility 
subject to the consultative audit and a 
unique facility identifier, if designated 
by FDA; and 

(ii) Where applicable, the FDA reg-
istration number assigned to the facil-
ity under subpart H of this part; 

(2) The identity of the eligible entity, 
if different from the facility, including 
the name, address, the FDA Establish-
ment Identifier and unique facility 
identifier, if designated by FDA, and, 
where applicable, registration number 
under subpart H of this part; 

(3) The name(s) and telephone num-
ber(s) of the person(s) responsible for 
compliance with the applicable food 
safety requirements of the FD&C Act 
and FDA regulations 

(4) The dates and scope of the con-
sultative audit; 

(5) The process(es) and food(s) ob-
served during such consultative audit; 
and 

(6) Any deficiencies observed that re-
late to or may influence a determina-
tion of compliance with the applicable 
food safety requirements of the FD&C 
Act and FDA regulations that require 
corrective action, the corrective action 
plan, and the date on which such cor-
rective actions were completed. Such 
consultative audit report must be 
maintained as a record under § 1.658 and 
must be made available to FDA in ac-
cordance with section 414 of the FD&C 
Act. 

(b) Regulatory audits. An accredited 
third-party certification body must, no 
later than 45 days after completing a 
regulatory audit, prepare and submit 
electronically, in English, to FDA and 
to its recognized accreditation body 
(or, in the case of direct accreditation, 
only to FDA) and must provide to the 
eligible entity a report of such regu-
latory audit that includes the fol-
lowing information: 
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(1) The identity of the site or loca-
tion where the regulatory audit was 
conducted, including: 

(i) The name, address, and FDA Es-
tablishment Identifier of the facility 
subject to the regulatory audit and a 
unique facility identifier, if designated 
by FDA; and 

(ii) Where applicable, the FDA reg-
istration number assigned to the facil-
ity under subpart H of this part; 

(2) The identity of the eligible entity, 
if different from the facility, including 
the name, address, FDA Establishment 
Identifier, and unique facility identi-
fier, if designated by FDA, and, where 
applicable, registration number under 
subpart H of this part; 

(3) The dates and scope of the regu-
latory audit; 

(4) The process(es) and food(s) ob-
served during such regulatory audit; 

(5) The name(s) and telephone num-
ber(s) of the person(s) responsible for 
the facility’s compliance with the ap-
plicable food safety requirements of 
the FD&C Act and FDA regulations; 

(6) Any deficiencies observed during 
the regulatory audit that present a 
reasonable probability that the use of 
or exposure to a violative product: 

(i) Will cause serious adverse health 
consequences or death to humans and 
animals; or 

(ii) May cause temporary or medi-
cally reversible adverse health con-
sequences or where the probability of 
serious adverse health consequences or 
death to humans or animals is remote; 

(7) The corrective action plan for ad-
dressing each deficiency identified 
under paragraph (b)(6) of this section, 
unless corrective action was imple-
mented immediately and verified on-
site by the accredited third-party cer-
tification body (or its audit agent, 
where applicable); 

(8) Whether any sampling and labora-
tory analysis (e.g., under a micro-
biological sampling plan) is performed 
in or used by the facility; and 

(9) Whether the eligible entity has 
made significant changes to the facil-
ity, its process(es), or food products 
during the 2 years preceding the regu-
latory audit. 

(c) Submission of regulatory audit re-
port. An accredited third-party certifi-
cation body must submit a completed 

regulatory audit report as required by 
paragraph (b) of this section, regardless 
of whether the certification body 
issued a food or facility certification to 
the eligible entity. 

(d) Notice and appeals of adverse regu-
latory audit results. An accredited third- 
party certification body must notify an 
eligible entity of a denial of certifi-
cation and must establish and imple-
ment written procedures for receiving 
and addressing appeals from eligible 
entities challenging such adverse regu-
latory audit results and for inves-
tigating and deciding on appeals in a 
fair and meaningful manner. The ap-
peals procedures must provide similar 
protections to those offered by FDA 
under §§ 1.692 and 1.693, including re-
quirements to: 

(1) Make the appeals procedures pub-
licly available; 

(2) Use competent persons, who may 
or may not be external to the accred-
ited third-party certification body, who 
are free from bias or prejudice and have 
not participated in the certification de-
cision or be subordinate to a person 
who has participated in the certifi-
cation decision, to investigate and de-
cide appeals; 

(3) Advise the eligible entity of the 
final decision on its appeal; and 

(4) Maintain records under § 1.658 of 
the appeal, the final decision, and the 
basis for such decision. 

§ 1.653 What must an accredited third- 
party certification body do when 
issuing food or facility certifi-
cations? 

(a) Basis for issuance of a food or facil-
ity certification. (1) Prior to issuing a 
food or facility certification to an eli-
gible entity, an accredited third-party 
certification body (or, where applica-
ble, an audit agent on its behalf) must 
complete a regulatory audit that meets 
the requirements of § 1.651 and any 
other activities that may be necessary 
to determine compliance with the ap-
plicable food safety requirements of 
the FD&C Act and FDA regulations. 

(2) If, as a result of an observation 
during a regulatory audit, an eligible 
entity must implement a corrective ac-
tion plan to address a deficiency, an ac-
credited third-party certification body 
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may not issue a food or facility certifi-
cation to such entity until after the ac-
credited third-party certification body 
verifies that eligible entity has imple-
mented the corrective action plan 
through methods that reliably verify 
the corrective action was taken and as 
a result the identified deficiency is un-
likely to recur, except onsite 
verification is required for corrective 
actions required to address deficiencies 
that are the subject of a notification 
under § 1.656(c). 

(3) An accredited third-party certifi-
cation body must consider each obser-
vation and the data and other informa-
tion from a regulatory audit and other 
activities conducted under § 1.651 to de-
termine whether the entity was in 
compliance with the applicable food 
safety requirements of the FD&C Act 
and FDA regulations at the time of the 
audit and whether the eligible entity, 
given its food safety system and prac-
tices, would be likely to remain in 
compliance for the duration of any cer-
tification issued under this subpart. 

(4) A single regulatory audit may re-
sult in issuance of one or more food or 
facility certifications under this sub-
part, provided that the requirements of 
issuance are met as to each such cer-
tification. 

(5) Where an accredited third-party 
certification body uses an audit agent 
to conduct a regulatory audit of an eli-
gible entity under this subpart, the ac-
credited third-party certification body 
(and not the audit agent) must make 
the determination whether to issue a 
food or facility certification based on 
the results of such regulatory audit. 

(b) Issuance of a food or facility certifi-
cation and submission to FDA. (1) Any 
food or facility certification issued 
under this subpart must be submitted 
to FDA electronically and in English. 
The accredited third-party certifi-
cation body may issue a food or facility 
certification under this subpart for a 
term of up to 12 months. 

(2) A food or facility certification 
must contain, at a minimum, the fol-
lowing elements: 

(i) The name and address of the ac-
credited third-party certification body 
and the scope and date of its accredita-
tion under this subpart; 

(ii) The name, address, FDA Estab-
lishment Identifier, and unique facility 
identifier, if designated by FDA, of the 
eligible entity to which the food or fa-
cility certification was issued; 

(iii) The name, address, FDA Estab-
lishment Identifier, and unique facility 
identifier, if designated by FDA, of the 
facility where the regulatory audit was 
conducted, if different than the eligible 
entity; 

(iv) The scope and date(s) of the regu-
latory audit and the certification num-
ber; 

(v) The name of the audit agent(s) 
(where applicable) conducting the regu-
latory audit; and 

(vi) The scope of the food or facility 
certification, date of issuance, and date 
of expiration. 

(3) FDA may refuse to accept any 
certification for purposes of section 
801(q) or 806 of the FD&C Act, if FDA 
determines, that such food or facility 
certification is not valid or reliable be-
cause, for example: 

(i) The certification is offered in sup-
port of the admissibility of a food that 
was not within the scope of the certifi-
cation; 

(ii) The certification was issued by an 
accredited third-party certification 
body acting outside the scope of its ac-
creditation under this subpart; or 

(iii) The certification was issued 
without reliable demonstration that 
the requirements of paragraph (a) of 
this section were met. 

§ 1.654 When must an accredited third- 
party certification body monitor an 
eligible entity that it has issued a 
food or facility certification? 

If an accredited third-party certifi-
cation body has reason to believe that 
an eligible entity to which it issued a 
food or facility certification may no 
longer be in compliance with the appli-
cable food safety requirements of the 
FD&C Act and FDA regulations, the 
accredited third-party certification 
body must conduct any monitoring (in-
cluding an onsite audit) of such eligible 
entity necessary to determine whether 
the entity is in compliance with such 
requirements. The accredited third- 
party certification body must imme-
diately notify FDA, under § 1.656(d), if 
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it withdraws or suspends a food or fa-
cility certification because it deter-
mines that the entity is no longer in 
compliance with the applicable food 
safety requirements of the FD&C Act 
and FDA regulations. The accredited 
third-party certification body must 
maintain records of such monitoring 
under § 1.658. 

§ 1.655 How must an accredited third- 
party certification body monitor its 
own performance? 

(a) An accredited third-party certifi-
cation body must annually, upon FDA 
request made for cause, or as required 
under § 1.631(f)(1)(i), § 1.634(d)(1)(i), or 
§ 1.635(c)(1)(i), conduct a self-assess-
ment that includes evaluation of com-
pliance with this subpart, including: 

(1) The performance of its officers, 
employees, or other agents involved in 
auditing and certification activities, 
including the performance of audit 
agents in examining facilities, proc-
ess(es), and food using the applicable 
food safety requirements of the FD&C 
Act and FDA regulations; 

(2) The degree of consistency among 
its officers, employees, or other agents 
involved in auditing and certification 
activities, including evaluating wheth-
er its audit agents interpreted audit 
protocols in a consistent manner; 

(3) The compliance of the accredited 
third-party certification body and its 
officers, employees, and other agents 
involved in auditing and certification 
activities, with the conflict of interest 
requirements of § 1.657; 

(4) Actions taken in response to the 
results of any assessments conducted 
by FDA or, where applicable, the recog-
nized accreditation body under § 1.621; 
and 

(5) As requested by FDA, any other 
aspects of its performance relevant to a 
determination of whether the accred-
ited third-party certification body is in 
compliance with this subpart. 

(b) As a means to assess its perform-
ance, the accredited third-party certifi-
cation body may evaluate the compli-
ance of one or more of eligible entities 
to which a food or facility certification 
was issued under this subpart. 

(c) Based on the assessments and 
evaluations conducted under para-
graphs (a) and (b) of this section, the 

accredited third-party certification 
body must: 

(1) Identify any deficiencies in com-
plying with the requirements of this 
subpart; 

(2) Quickly implement corrective ac-
tion(s) that effectively address the 
identified deficiencies; and 

(3) Under § 1.658, establish and main-
tain records of such corrective ac-
tion(s). 

(d) The accredited third-party certifi-
cation body must prepare a written re-
port of the results of its self-assess-
ment that includes: 

(1) A description of any corrective ac-
tion(s) taken under paragraph (c) of 
this section; 

(2) A statement disclosing the extent 
to which the accredited third-party 
certification body, and its officers, em-
ployees, and other agents involved in 
auditing and certification activities, 
complied with the conflict of interest 
requirements in § 1.657; and 

(3) A statement attesting to the ex-
tent to which the accredited third- 
party certification body complied with 
the applicable requirements of this 
subpart. 

(e) An accredited third-party certifi-
cation body may use a report, supple-
mented as necessary, on its conform-
ance to ISO/IEC 17021: 2011 or ISO/IEC 
17065: 2012 in meeting the requirements 
of this section. 

§ 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 
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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 
certification body, including the fol-
lowing: 

(1) Ensuring that the accredited 
third-party certification body and its 
officers, employees, or other agents in-
volved in auditing and certification ac-
tivities do not own, operate, have a fi-
nancial interest in, manage, or other-
wise control an eligible entity to be 
certified, or any affiliate, parent, or 
subsidiary of the entity; 

(2) Ensuring that the accredited 
third-party certification body and, its 
officers, employees, or other agents in-
volved in auditing and certification ac-
tivities are not owned, managed, or 
controlled by any person that owns or 
operates an eligible entity to be cer-
tified; 

(3) Ensuring that an audit agent of 
the accredited third-party certification 
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body does not own, operate, have a fi-
nancial interest in, manage, or other-
wise control an eligible entity or any 
affiliate, parent, or subsidiary of the 
entity that is subject to a consultative 
or regulatory audit by the audit agent; 
and 

(4) Prohibiting an accredited third- 
party certification body’s officer, em-
ployee, or other agent involved in au-
diting and certification activities from 
accepting any money, gift, gratuity, or 
other item of value from the eligible 
entity to be audited or certified under 
this subpart. 

(5) The items specified in paragraph 
(a)(4) of this section do not include: 

(i) Money representing payment of 
fees for auditing and certification serv-
ices and reimbursement of direct costs 
associated with an onsite audit by the 
third-party certification body; or 

(ii) Lunch of de minimis value pro-
vided during the course of an audit and 
on the premises where the audit is con-
ducted, if necessary to facilitate the ef-
ficient conduct of the audit. 

(b) An accredited third-party certifi-
cation body may accept the payment of 
fees for auditing and certification serv-
ices and the reimbursement of direct 
costs associated with an audit of an eli-
gible entity only after the date on 
which the report of such audit was 
completed or the date a food or facility 
certification was issued, whichever is 
later. Such payment is not considered 
a conflict of interest for purposes of 
paragraph (a) of this section. 

(c) The financial interests of the 
spouses and children younger than 18 
years of age of accredited third-party 
certification body’s officers, employ-
ees, and other agents involved in audit-
ing and certification activities will be 
considered the financial interests of 
such officers, employees, and other 
agents involved in auditing and certifi-
cation activities. 

(d) An accredited third-party certifi-
cation body must maintain on its Web 
site an up-to-date list of the eligible 
entities to which it has issued food or 
facility certifications under this sub-
part. For each such eligible entity, the 
Web site also must identify the dura-
tion and scope of the food or facility 
certification and date(s) on which the 
eligible entity paid the accredited 

third-party certification body any fee 
or reimbursement associated with such 
audit or certification. 

§ 1.658 What records requirements 
must a third-party certification 
body that has been accredited 
meet? 

(a) A third-party certification body 
that has been accredited must main-
tain electronically for 4 years records 
created during its period of accredita-
tion (including documents and data) 
that document compliance with this 
subpart, including: 

(1) Any audit report and other docu-
ments resulting from a consultative 
audit conducted under this subpart, in-
cluding the audit agent’s observations, 
correspondence with the eligible enti-
ty, verification of any corrective ac-
tion(s) taken to address deficiencies 
identified during the audit; 

(2) Any request for a regulatory audit 
from an eligible entity; 

(3) Any audit report and other docu-
ments resulting from a regulatory 
audit conducted under this subpart, in-
cluding the audit agent’s observations, 
correspondence with the eligible enti-
ty, verification of any corrective ac-
tion(s) taken to address deficiencies 
identified during the audit, and, when 
sampling and analysis is conducted, 
laboratory testing records and results 
from a laboratory that is accredited in 
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. 
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(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. 

§ 1.662 How will FDA monitor accred-
ited third-party certification bod-
ies? 

(a) FDA will periodically evaluate 
the performance of each accredited 
third-party certification body to deter-
mine whether the accredited third- 
party certification body continues to 
comply with the applicable require-
ments of this subpart and whether 
there are deficiencies in the perform-
ance of the accredited third-party cer-
tification body that, if not corrected, 
would warrant withdrawal of its ac-
creditation under § 1.664. FDA will 
evaluate each directly accredited 
third-party certification body annu-
ally. For a third-party certification 
body accredited by a recognized accred-
itation body, FDA will evaluate an ac-
credited third-party certification body 
not later than 3 years after the date of 
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accreditation for a 4-year term of ac-
creditation, or by no later than the 
mid-term point for accreditation 
granted for less than 4 years. FDA may 
conduct additional performance assess-
ments of an accredited third-party cer-
tification body at any time. 

(b) In evaluating the performance of 
an accredited third-party certification 
body under paragraph (a) of this sec-
tion, FDA may review any one or more 
of the following: 

(1) Regulatory audit reports and food 
and facility certifications; 

(2) The accredited third-party certifi-
cation body’s self-assessments under 
§ 1.655; 

(3) Reports of assessments by a recog-
nized accreditation body under § 1.621; 

(4) Documents and other information 
relevant to a determination of the ac-
credited third-party certification 
body’s compliance with the applicable 
requirements of this subpart; and 

(5) Information obtained by FDA, in-
cluding during inspections, audits, on-
site observations, or investigations, of 
one or more eligible entities to which a 
food or facility certification was issued 
by such accredited third-party certifi-
cation body. 

(c) FDA may conduct its evaluation 
of an accredited third-party certifi-
cation body through a site visit to an 
accredited third-party certification 
body’s headquarters (or other location 
that manages audit agents conducting 
food safety audits under this subpart, if 
different than its headquarters), 
through onsite observation of an ac-
credited third party certification 
body’s performance during a food safe-
ty audit of an eligible entity, or 
through document review. 

§ 1.663 How do I request an FDA waiv-
er or waiver extension for the 13- 
month limit for audit agents con-
ducting regulatory audits? 

(a) An accredited third-party certifi-
cation body may submit a request to 
FDA to waive the requirements of 
§ 1.650(c) preventing an audit agent 
from conducting a regulatory audit of 
an eligible entity if the audit agent (or, 
in the case that the third-party certifi-
cation body is an individual, the third- 
party certification body) has conducted 
a food safety audit of such entity dur-

ing the previous 13 months. The accred-
ited third-party certification body 
seeking a waiver or waiver extension 
must demonstrate there is insufficient 
access to audit agents and any third- 
party certification bodies that are 
comprised of an individual in the coun-
try or region where the eligible entity 
is located. 

(b) Requests for a waiver or waiver 
extension and all documents provided 
in support of the request must be sub-
mitted to FDA electronically, in 
English. The requestor must provide 
such translation and interpretation 
services as are needed by FDA to proc-
ess the request. 

(c) The request must be signed by the 
requestor or by any individual author-
ized to act on behalf of the requestor 
for purposes of seeking such waiver or 
waiver extension. 

(d) FDA will review requests for 
waivers and waiver extensions on a 
first in, first out basis according to the 
date on which the completed submis-
sion is received; however, FDA may 
prioritize the review of specific re-
quests to meet the needs of the pro-
gram. FDA will evaluate any com-
pleted waiver request to determine 
whether the criteria for waiver have 
been met. 

(e) FDA will notify the requestor 
whether the request for a waiver or 
waiver extension is approved or denied. 

(f) If FDA approves the request, 
issuance of the waiver will state the 
duration of the waiver and list any lim-
itations associated with it. If FDA de-
nies the request, the issuance of a de-
nial of a waiver request will state the 
basis for denial and will provide the ad-
dress and procedures for requesting re-
consideration of the request under 
§ 1.691. 

(g) Unless FDA notifies a requestor 
that its waiver request has been ap-
proved, an accredited third-party cer-
tification body must not use the audit 
agent to conduct a regulatory audit of 
such eligible entity until the 13-month 
limit in § 1.650(c) has elapsed. 

§ 1.664 When would FDA withdraw ac-
creditation? 

(a) Mandatory withdrawal. FDA will 
withdraw accreditation from a third- 
party certification body: 
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(1) Except as provided in paragraph 
(b) of this section, if the food or facil-
ity certified under this subpart is 
linked to an outbreak of foodborne ill-
ness or chemical or physical hazard 
that has a reasonable probability of 
causing serious adverse health con-
sequences or death in humans or ani-
mals; 

(2) Following an evaluation and find-
ing by FDA that the third-party cer-
tification body no longer complies with 
the applicable requirements of this 
subpart; or 

(3) Following its refusal to allow 
FDA to access records under § 1.658 or 
to conduct an audit, assessment, or in-
vestigation necessary to ensure contin-
ued compliance with this subpart. 

(4) If payment of the third-party cer-
tification body’s annual fee is not re-
ceived within 90 days of the payment 
due date, as specified in § 1.725(c)(3). 

(b) Exception. FDA may waive manda-
tory withdrawal under paragraph (a)(1) 
of this section, if FDA: 

(1) Conducts an investigation of the 
material facts related to the outbreak 
of human or animal illness; 

(2) Reviews the relevant audit 
records and the actions taken by the 
accredited third-party certification 
body in support of its decision to cer-
tify; and 

(3) Determines that the accredited 
third-party certification body satisfied 
the requirements for issuance of cer-
tification under this subpart. 

(c) Discretionary withdrawal. FDA 
may withdraw accreditation, in whole 
or in part, from a third-party certifi-
cation body when such third-party cer-
tification body is accredited by an ac-
creditation body for which recognition 
is revoked under § 1.634, if FDA deter-
mines there is good cause for with-
drawal, including: 

(1) Demonstrated bias or lack of ob-
jectivity when conducting activities 
under this subpart; or 

(2) Performance that calls into ques-
tion the validity or reliability of its 
food safety audits or certifications. 

(d) Records access. FDA may request 
records of the accredited third-party 
certification body under § 1.658 and, 
where applicable, may request records 
under § 1.625 of an accreditation body 
that has been recognized under § 1.625, 

when considering withdrawal under 
paragraph (a)(1), (a)(2), or (c) of this 
section. 

(e) Notice to the third-party certifi-
cation body of withdrawal of accredita-
tion. (1) FDA will notify a third-party 
certification body of the withdrawal of 
its accreditation through issuance of a 
withdrawal that will state the grounds 
for withdrawal, the procedures for re-
questing a regulatory hearing under 
§ 1.693 on the withdrawal, and the pro-
cedures for requesting reaccreditation 
under § 1.666. 

(2) Within 10 business days of the 
date of issuance of the withdrawal, the 
third-party certification body must no-
tify FDA electronically, in English, of 
the name of the custodian who will 
maintain the records required by 
§ 1.658, and provide contact information 
for the custodian, which will at least 
include an email address, and the 
street address where the records will be 
located. 

(f) Effect of withdrawal of accreditation 
on eligible entities. A food or facility 
certification issued by a third-party 
certification body prior to withdrawal 
will remain in effect until the certifi-
cation terminates by expiration. If 
FDA has reason to believe that a cer-
tification 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 deter-
mining the admissibility of the article 
of food for which the certification was 
offered or in determining the import-
er’s eligibility for participation in 
VQIP. 

(g) Effect of withdrawal of accredita-
tion on recognized accreditation bodies. 
(1) FDA will notify a recognized accred-
itation body if the accreditation of a 
third-party certification body it ac-
credited is withdrawn by FDA. Such 
accreditation body’s recognition will 
remain in effect if, no later than 60 
days after withdrawal, the accredita-
tion body conducts a self-assessment 
under § 1.622 and reports the results of 
the self-assessment to FDA as required 
by § 1.623(b). 

(2) FDA may revoke the recognition 
of an accreditation body whenever FDA 
determines there is good cause for rev-
ocation of recognition under § 1.634. 
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(h) Public notice of withdrawal accredi-
tation. FDA will provide notice on the 
Web site described in § 1.690 of its with-
drawal of accreditation of a third-party 
certification body and provide a de-
scription of the basis for withdrawal. 

[80 FR 74650, Nov. 27, 2015, as amended at 81 
FR 90193, Dec. 14, 2016] 

§ 1.665 What if I want to voluntarily 
relinquish accreditation or do not 
want to renew accreditation? 

(a) Notice to FDA of intent to relinquish 
or not to renew accreditation. A third- 
party certification body must notify 
FDA electronically, in English, at least 
60 days before voluntarily relin-
quishing accreditation or before allow-
ing accreditation to expire without 
seeking renewal. The certification 
body must provide the name and con-
tact information of the custodian who 
will maintain the records required 
under § 1.658(a) after the date of relin-
quishment or the date accreditation 
expires, as applicable, 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. 

(b) Notice to recognized accreditation 
body and eligible entities of intent to re-
linquish or not to renew accreditation. No 
later than 15 business days after noti-
fying FDA under paragraph (a) of this 
section, the certification body must 
notify its recognized accreditation 
body and any eligible entity with cur-
rent certifications that it intends to 
relinquish accreditation or to allow its 
accreditation to expire, specifying the 
date on which relinquishment or expi-
ration will occur. The recognized ac-
creditation body must establish and 
maintain records of such notification 
under § 1.625(a). 

(c) Effect of voluntary relinquishment 
or expiration of accreditation on food or 
facility certifications issued to eligible en-
tities. A food or facility certification 
issued by a third-party certification 
body prior to relinquishment or expira-
tion of its accreditation will remain in 
effect until the certification expires. If 
FDA has reason to believe that a cer-
tification 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 deter-
mining the admissibility of the article 
of food for which the certification was 
offered or in determining the import-
er’s eligibility for participation in 
VQIP. 

(d) Public notice of voluntary relin-
quishment or expiration of accreditation. 
FDA will provide notice on the Web 
site described in § 1.690 of the voluntary 
relinquishment or expiration of accred-
itation of a certification body under 
this subpart. 

§ 1.666 How do I request reaccredita-
tion? 

(a) Application following withdrawal. 
FDA will reinstate the accreditation of 
a third-party certification body for 
which it has withdrawn accreditation: 

(1) If, in the case of direct accredita-
tion, FDA determines, based on evi-
dence presented by the third-party cer-
tification body, that the third-party 
certification body satisfies the applica-
ble requirements of this subpart and 
adequate grounds for withdrawal no 
longer exist; or 

(2) In the case of a third-party certifi-
cation body accredited by an accredita-
tion body for which recognition has 
been revoked under § 1.634: 

(i) If the third-party certification 
body becomes accredited by another 
recognized accreditation body or by 
FDA through direct accreditation no 
later than 1 year after withdrawal of 
accreditation, or the original date of 
the expiration of accreditation, which-
ever comes first; or 

(ii) Under such conditions as FDA 
may impose in withdrawing accredita-
tion. 

(b) Application following voluntary re-
linquishment. A third-party certifi-
cation body that previously relin-
quished its accreditation under § 1.665 
may seek accreditation by submitting 
a new application for accreditation 
under § 1.660 or, where applicable, 
§ 1.670. 
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ADDITIONAL PROCEDURES FOR DIRECT 
ACCREDITATION OF THIRD-PARTY CER-
TIFICATION BODIES UNDER THIS SUB-
PART 

§ 1.670 How do I apply to FDA for di-
rect accreditation or renewal of di-
rect accreditation? 

(a) Eligibility. (1) FDA will accept ap-
plications from third-party certifi-
cation bodies for direct accreditation 
or renewal of direct accreditation only 
if FDA determines that it has not iden-
tified and recognized an accreditation 
body to meet the requirements of sec-
tion 808 of the FD&C Act within 2 years 
after establishing the accredited third- 
party audits and certification program. 
Such FDA determination may apply, as 
appropriate, to specific types of third- 
party certification bodies, types of ex-
pertise, or geographic location; or 
through identification by FDA of any 
requirements of section 808 of the 
FD&C Act not otherwise met by pre-
viously recognized accreditation bod-
ies. FDA will only accept applications 
for direct accreditation and renewal 
applications that are within the scope 
of the determination. 

(2) FDA may revoke or modify a de-
termination under paragraph (a)(1) of 
this section if FDA subsequently iden-
tifies and recognizes an accreditation 
body that affects such determination. 

(3) FDA will provide notice on the 
Web site described in § 1.690 of a deter-
mination under paragraph (a)(1) of this 
section and of a revocation or modi-
fication of the determination under 
paragraph (a)(1) of this section, as de-
scribed in paragraph (a)(2) of this sec-
tion. 

(b) Application for direct accreditation 
or renewal of direct accreditation. (1) A 
third-party certification body seeking 
direct accreditation or renewal of di-
rect accreditation must submit an ap-
plication to FDA, demonstrating that 
it is within the scope of the determina-
tion issued under paragraph (a)(1) of 
this section, and it meets the eligi-
bility requirements of § 1.640. 

(2) Applications and all documents 
provided as part of the application 
process must be submitted electroni-
cally, in English. An applicant must 
provide such translation and interpre-
tation services as are needed by FDA 

to process the application, including 
during an onsite audit of the applicant. 

(3) The application must be signed in 
the manner designated by FDA by an 
individual authorized to act on behalf 
of the applicant for purposes of seeking 
or renewing direct accreditation. 

§ 1.671 How will FDA review my appli-
cation for direct accreditation or 
renewal of direct accreditation and 
what happens once FDA decides on 
my application? 

(a) Review of a direct accreditation or 
renewal application. FDA will examine a 
third-party certification body’s direct 
accreditation or renewal application 
for completeness and notify the appli-
cant of any deficiencies. FDA will re-
view applications for direct accredita-
tion and for renewal of direct accredi-
tation on a first in, first out basis ac-
cording to the date the completed sub-
mission is received; however, FDA may 
prioritize the review of specific appli-
cations to meet the needs of the pro-
gram. 

(b) Evaluation of a direct accreditation 
or renewal application. FDA will evalu-
ate any completed application to deter-
mine whether the applicant meets the 
requirements for direct accreditation 
under this subpart. If FDA does not 
reach a final decision on a renewal ap-
plication before the expiration of the 
direct accreditation, FDA may extend 
the duration of such direct accredita-
tion for a specified period of time or 
until the Agency reaches a final deci-
sion on the renewal application. 

(c) Notice of approval or denial. FDA 
will notify the applicant that its direct 
accreditation or renewal application 
has been approved through issuance of 
or denied. 

(d) Issuance of direct accreditation. If 
an application has been approved, the 
issuance of the direct accreditation 
that will list any limitations associ-
ated with the accreditation. 

(e) Issuance of denial of direct accredi-
tation. If FDA issues a denial of direct 
accreditation or denial of a renewal ap-
plication, the issuance of the denial of 
direct accreditation will state the basis 
for such denial and provide the proce-
dures for requesting reconsideration of 
the application under § 1.691. 

(f) Notice of records custodian after de-
nial of application for renewal of direct 
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accreditation. An applicant whose re-
newal application was denied must no-
tify FDA electronically, in English, 
within 10 business days of the date of 
issuance of a denial of a renewal appli-
cation, of the name and contact infor-
mation of the custodian who will main-
tain the records required by § 1.658(a) 
and make them available to FDA as re-
quired by § 1.658(b) and (c). The contact 
information for the custodian must in-
clude, at a minimum, an email address 
and the physical address where the 
records required by § 1.658(b) will be lo-
cated. 

(g) Effect of denial of renewal of direct 
accreditation on food or facility certifi-
cations issued to eligible entities. A food 
or facility certification issued by an 
accredited third-party certification 
body prior to issuance of the denial of 
its renewal application will remain in 
effect until the certification expires. If 
FDA has reason to believe that a cer-
tification 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 deter-
mining the admissibility of the article 
of food for which the certification was 
offered or in determining the import-
er’s eligibility for participation in 
VQIP. 

(h) Public notice of denial of renewal of 
direct accreditation. FDA will provide 
notice on the Web site described in 
§ 1.690 of the issuance of a denial of re-
newal application for direct accredita-
tion under this subpart. 

§ 1.672 What is the duration of direct 
accreditation? 

FDA will grant direct accreditation 
of a third-party certification body for a 
period not to exceed 4 years. 

REQUIREMENTS FOR ELIGIBLE ENTITIES 
UNDER THIS SUBPART 

§ 1.680 How and when will FDA mon-
itor eligible entities? 

FDA may, at any time, conduct an 
onsite audit of an eligible entity that 
has received food or facility certifi-
cation from an accredited third-party 
certification body under this subpart. 
Where FDA determines necessary or 
appropriate, the unannounced audit 
may be conducted with or without the 

accredited third-party certification 
body or the recognized accreditation 
body (where applicable) present. An 
FDA audit conducted under this sec-
tion will be conducted on an unan-
nounced basis and may be preceded by 
a request for a 30-day operating sched-
ule. 

§ 1.681 How frequently must eligible 
entities be recertified? 

An eligible entity seeking recertifi-
cation of a food or facility certification 
under this subpart must apply for re-
certification prior to the expiration of 
its certification. For certifications 
used in meeting the requirements of 
section 801(q) or 806 of the FD&C Act, 
FDA may require an eligible entity to 
apply for recertification at any time 
FDA determines appropriate under 
such section. 

GENERAL REQUIREMENTS OF THIS 
SUBPART 

§ 1.690 How will FDA make informa-
tion about recognized accreditation 
bodies and accredited third-party 
certification bodies available to the 
public? 

FDA will place on its Web site a reg-
istry of recognized accreditation bodies 
and accredited third-party certifi-
cation bodies, including the name, con-
tact information, and scope and dura-
tion of recognition or accreditation. 
The registry may provide information 
on third-party certification bodies ac-
credited by recognized accreditation 
bodies through links to the Web sites 
of such recognized accreditation bod-
ies. FDA will also place on its Web site 
a list of accreditation bodies for which 
it has denied renewal of recognition, 
for which FDA has revoked recogni-
tion, and that have relinquished their 
recognition or have allowed their rec-
ognition to expire. FDA will also place 
in its Web site a list of certification 
bodies whose renewal of accreditation 
has been denied, for which FDA has 
withdrawn accreditation, and that 
have relinquished their accreditations 
or have allowed their accreditations to 
expire. FDA will place on its Web site 
determinations under § 1.670(a)(1) and 
modifications of such determinations 
under § 1.670(a)(2). 
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§ 1.691 How do I request reconsider-
ation of a denial by FDA of an ap-
plication or a waiver request? 

(a) An accreditation body may seek 
reconsideration of the denial of an ap-
plication for recognition, renewal of 
recognition, or reinstatement of rec-
ognition no later than 10 business days 
after the date of the issuance of such 
denial. 

(b) A third-party certification body 
may seek reconsideration of the denial 
of an application for direct accredita-
tion, renewal of direct accreditation, 
reaccreditation of directly accredited 
third-party certification body, a re-
quest for a waiver of the conflict of in-
terest requirement in § 1.650(b), or a 
waiver extension no later than 10 busi-
ness days after the date of the issuance 
of such denial. 

(c) A request to reconsider an appli-
cation or waiver request under para-
graph (a) or (b) of this section must be 
signed by the requestor or by an indi-
vidual authorized to act on its behalf 
in submitting the request for reconsid-
eration. The request must be submitted 
electronically in English and must 
comply with the procedures described 
in the notice. 

(d) After completing its review and 
evaluation of the request for reconsid-
eration, FDA will notify the requestor 
through the issuance of the recogni-
tion, direct accreditation, or waiver 
upon reconsideration or through the 
issuance of a denial of the application 
or waiver request under paragraph (a) 
or (b) of this section upon reconsider-
ation. 

§ 1.692 How do I request internal agen-
cy review of a denial of an applica-
tion or waiver request upon recon-
sideration? 

(a) No later than 10 business days 
after the date of issuance of a denial of 
an application or waiver request upon 
reconsideration under § 1.691, the re-
questor may seek internal agency re-
view of such denial under § 10.75(c)(1) of 
this chapter. 

(b) The request for internal agency 
review under paragraph (a) of this sec-
tion must be signed by the requestor or 
by an individual authorized to act on 
its behalf in submitting the request for 
internal review. The request must be 

submitted electronically in English to 
the address specified in the denial upon 
reconsideration and must comply with 
procedures it describes. 

(c) Under § 10.75(d) of this chapter, in-
ternal agency review of such denial 
must be based on the information in 
the administrative file, which will in-
clude any supporting information sub-
mitted under § 1.691(c). 

(d) After completing the review and 
evaluation of the administrative file, 
FDA will notify the requestor of its de-
cision to overturn the denial and grant 
the application or waiver request 
through issuance of an application or 
waiver request upon reconsideration or 
to affirm the denial of the application 
or waiver request upon reconsideration 
through issuance of a denial of an ap-
plication or waiver request upon recon-
sideration. 

(e) Issuance by FDA of a denial of an 
application or waiver request upon re-
consideration constitutes final agency 
action under 5 U.S.C. 702. 

§ 1.693 How do I request a regulatory 
hearing on a revocation of recogni-
tion or withdrawal of accredita-
tion? 

(a) Request for hearing on revocation. 
No later than 10 business days after the 
date of issuance of a revocation of rec-
ognition of an accreditation body 
under § 1.634, an individual authorized 
to act on the accreditation body’s be-
half may submit a request for a regu-
latory hearing on the revocation under 
part 16 of this chapter. The issuance of 
revocation issued under § 1.634 will con-
tain all of the elements required by 
§ 16.22 of this chapter and will thereby 
constitute the notice of an opportunity 
for hearing under part 16 of this chap-
ter. 

(b) Request for hearing on withdrawal. 
No later than 10 business days after the 
date of issuance of a withdrawal of ac-
creditation of a third-party certifi-
cation body under § 1.664, an individual 
authorized to act on the third-party 
certification body’s behalf may submit 
a request for a regulatory hearing on 
the withdrawal under part 16 of this 
chapter. The issuance of withdrawal 
under § 1.664 will contain all of the ele-
ments required by § 16.22 of this chapter 
and will thereby constitute the notice 
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of opportunity of hearing under part 16 
of this chapter. 

(c) Submission of request for regulatory 
hearing. The request for a regulatory 
hearing under paragraph (a) or (b) of 
this section must be submitted with a 
written appeal that responds to the 
basis for the FDA decision, as described 
in the issuance of revocation or with-
drawal, as appropriate, and includes 
any supporting information upon 
which the requestor is relying. The re-
quest, appeal, and supporting informa-
tion must be submitted in English to 
the address specified in the notice and 
must comply with the procedures it de-
scribes. 

(d) Effect of submission of request on 
FDA decision. The submission of a re-
quest for a regulatory hearing under 
paragraph (a) or (b) of this section will 
not operate to delay or stay the effect 
of a decision by FDA to revoke recogni-
tion of an accreditation body or to 
withdraw accreditation of a third-party 
certification body unless FDA deter-
mines that a delay or a stay is in the 
public interest. 

(e) Presiding officer. The presiding of-
ficer for a regulatory hearing for a rev-
ocation or withdrawal under this sub-
part will be designated after a request 
for a regulatory hearing is submitted 
to FDA. 

(f) Denial of a request for regulatory 
hearing. The presiding officer may deny 
a request for regulatory hearing for a 
revocation or withdrawal under 
§ 16.26(a) of this chapter when no gen-
uine or substantial issue of fact has 
been raised. 

(g) Conduct of regulatory hearing. (1) If 
the presiding officer grants a request 
for a regulatory hearing for a revoca-
tion or withdrawal, the hearing will be 
held within 10 business days after the 
date the request was filed or, if applica-
ble, within a timeframe agreed upon in 
writing by requestor, the presiding offi-
cer, and FDA. 

(2) The presiding officer must con-
duct the regulatory hearing for revoca-
tion or withdrawal under part 16 of this 
chapter, except that, under § 16.5(b) of 
this chapter, such procedures apply 
only to the extent that the procedures 
are supplementary and do not conflict 
with the procedures specified for regu-
latory hearings under this subpart. Ac-

cordingly, the following requirements 
of part 16 are inapplicable to regu-
latory hearings under this subpart: 
§ 16.22 (Initiation of a regulatory hear-
ing); § 16.24(e) (timing) and (f) (contents 
of notice); § 16.40 (Commissioner); 
§ 16.60(a) (public process); § 16.95(b) (ad-
ministrative decision and record for de-
cision); and § 16.119 (Reconsideration 
and stay of action). 

(3) A decision by the presiding officer 
to affirm the revocation of recognition 
or the withdrawal of accreditation is 
considered a final agency action under 
5 U.S.C. 702. 

§ 1.694 Are electronic records created 
under this subpart subject to the 
electronic records requirements of 
part 11 of this chapter? 

Records that are established or main-
tained to satisfy the requirements of 
this subpart and that meet the defini-
tion of electronic records in § 11.3(b)(6) 
of this chapter are exempt from the re-
quirements of part 11 of this chapter. 
Records that satisfy the requirements 
of this subpart, but that also are re-
quired under other applicable statutory 
provisions or regulations, remain sub-
ject to part 11 of this chapter. 

§ 1.695 Are the records obtained by 
FDA under this subpart subject to 
public disclosure? 

Records obtained by FDA under this 
subpart are subject to the disclosure 
requirements under part 20 of this 
chapter. 

REQUIREMENTS FOR USER FEES UNDER 
THIS SUBPART 

SOURCE: Sections 1.700 through 1.725 appear 
at 81 FR 90193, Dec. 14, 2016, unless otherwise 
noted. 

§ 1.700 Who is subject to a user fee 
under this subpart? 

(a) Accreditation bodies submitting 
applications or renewal applications 
for recognition in the third-party cer-
tification program; 

(b) Recognized accreditation bodies 
participating in the third-party certifi-
cation program; 

(c) Third-party certification bodies 
submitting applications or renewal ap-
plications for direct accreditation; and 
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(d) Accredited third-party certifi-
cation bodies (whether accredited by 
recognized accreditation bodies or by 
FDA through direct accreditation) par-
ticipating in the third-party certifi-
cation program. 

§ 1.705 What user fees are established 
under this subpart? 

(a) The following application fees: 
(1) Accreditation bodies applying for 

recognition are subject to an applica-
tion fee for the estimated average cost 
of the work FDA performs in reviewing 
and evaluating applications for rec-
ognition of accreditation bodies. 

(2) Recognized accreditation bodies 
submitting renewal applications are 
subject to a renewal application fee for 
the estimated average cost of the work 
FDA performs in reviewing and evalu-
ating renewal applications for recogni-
tion of accreditation bodies. 

(3) Third-party certification bodies 
applying for direct accreditation are 
subject to an application fee for the es-
timated average cost of the work FDA 
performs in reviewing and evaluating 
applications for direct accreditation. 

(4) Accredited third-party certifi-
cation bodies applying for renewal of 
direct accreditation are subject to an 
application fee for the estimated aver-
age cost of the work FDA performs in 
reviewing and evaluating renewal ap-
plications for direct accreditation. 

(b) The following annual fees: 
(1) Recognized accreditation bodies 

are subject to an annual fee for the es-
timated average cost of the work FDA 
performs to monitor performance of 
recognized accreditation bodies under 
§ 1.633. 

(2) Third-party certification bodies 
directly accredited by FDA are subject 
to an annual fee for the estimated av-
erage cost of the work FDA performs 
to monitor directly accredited third- 
party certification bodies under § 1.662. 

(3) Third-party certification bodies 
accredited by recognized accreditation 
bodies are subject to an annual fee for 
the estimated average cost of the work 
FDA performs to monitor third-party 
certification bodies that are accredited 
by a recognized accreditation body 
under § 1.662. 

§ 1.710 How will FDA notify the public 
about the fee schedule? 

FDA will notify the public of the fee 
schedule annually. The fee notice will 
be made publicly available prior to the 
beginning of the fiscal year for which 
the fees apply, except for the first fis-
cal year in which this regulation is ef-
fective. Each new fee schedule will be 
adjusted for inflation and improve-
ments in the estimates of the cost to 
FDA of performing relevant work for 
the upcoming year. 

§ 1.715 When must a user fee required 
by this subpart be submitted? 

(a) Accreditation bodies applying for 
recognition and third-party certifi-
cation bodies applying for direct ac-
creditation must submit a fee concur-
rently with submitting an application 
or a renewal application. 

(b) Accreditation bodies and third- 
party certification bodies subject to an 
annual fee must submit payment with-
in 30 days of receiving billing for the 
fee. 

§ 1.720 Are user fees under this sub-
part refundable? 

User fees accompanying completed 
applications and annual fees under this 
subpart are not refundable. 

§ 1.725 What are the consequences of 
not paying a user fee under this 
subpart on time? 

(a) An application for recognition or 
renewal of recognition will not be con-
sidered complete for the purposes of 
§ 1.631(a) until the date that FDA re-
ceives the application fee. An applica-
tion for direct accreditation or for re-
newal of direct accreditation will not 
be considered complete for the pur-
poses of § 1.671(a) until FDA receives 
the application fee. 

(b) A recognized accreditation body 
that fails to submit its annual user fee 
within 30 days of the due date will have 
its recognition suspended. 

(1) FDA will notify the accreditation 
body electronically that its recognition 
is suspended. FDA will notify the pub-
lic of the suspension on the Web site 
described in § 1.690. 

(2) While an accreditation body’s rec-
ognition is suspended, the accredita-
tion body will not be able to accredit 
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additional third-party certification 
bodies. The accreditation of third- 
party certification bodies that oc-
curred prior to an accreditation body’s 
suspension, as well as food or facility 
certifications issued by such third- 
party certification bodies, would re-
main in effect. 

(3) If payment is not received within 
90 days of the payment due date, FDA 
will revoke the accreditation body’s 
recognition under § 1.634(a)(4)(iii), and 
provide notice of such revocation in ac-
cordance with § 1.634. 

(c) An accredited third-party certifi-
cation body that fails to submit its an-
nual fee within 30 days of the due date 
will have its accreditation suspended. 

(1) FDA will notify the third-party 
certification body that its accredita-
tion is suspended, electronically and in 
English. FDA will notify a recognized 
accreditation body, electronically and 
in English, if the accreditation of one if 
its third-party certification bodies is 
suspended. FDA will notify the public 
of the suspension on the Web site de-
scribed in § 1.690. 

(2) While a third-party certification 
body’s accreditation is suspended, the 
third-party certification body will not 
be able to issue food or facility certifi-
cations. A food or facility certification 
issued by a third-party certification 
body prior to the suspension of the 
auditor/certification body accredita-
tion will remain in effect. 

(3) If payment is not received within 
90 days of the payment due date, FDA 
will withdraw the third-party certifi-
cation body’s accreditation under 
§ 1.664(a)(4), and provide notice of such 
withdrawal in accordance with § 1.664. 

Subpart N [Reserved] 

Subpart O—Sanitary Transpor-
tation of Human and Animal 
Food 

SOURCE: 81 FR 20166, Apr. 6, 2016, unless 
otherwise noted. 

GENERAL PROVISIONS 

§ 1.900 Who is subject to this subpart? 
(a) Except for non-covered businesses 

as defined in § 1.904 and as provided for 
in paragraph (b) of this section, the re-

quirements of this subpart apply to 
shippers, receivers, loaders, and car-
riers engaged in transportation oper-
ations whether or not the food is being 
offered for or enters interstate com-
merce. The requirements of this sub-
part apply in addition to any other re-
quirements of this chapter that are ap-
plicable to the transportation of food, 
e.g., in 21 CFR parts 1, 117, 118, 225, 507, 
and 589. 

(b) The requirements of this subpart 
do not apply to shippers, receivers, 
loaders, or carriers when they are en-
gaged in transportation operations: 

(1) Of food that is transshipped 
through the United States to another 
country; or 

(2) Of food that is imported for future 
export, in accordance with section 
801(d)(3) of the Federal Food, Drug, and 
Cosmetic Act, and that is neither con-
sumed nor distributed in the United 
States; or 

(3) Of food when it is located in food 
facilities as defined in § 1.227 of this 
chapter, that are regulated exclusively, 
throughout the entire facility, by the 
U.S. Department of Agriculture under 
the Federal Meat Inspection Act (21 
U.S.C. 601 et seq.), the Poultry Products 
Inspection Act (21 U.S.C. 451 et seq.), or 
the Egg Products Inspection Act (21 
U.S.C. 1031 et seq.). 

§ 1.902 How do the criteria and defini-
tions in this subpart apply under 
the Federal Food, Drug, and Cos-
metic Act? 

(a) The criteria and definitions of 
this subpart apply in determining 
whether food is adulterated within the 
meaning of section 402(i) of the Federal 
Food, Drug, and Cosmetic Act in that 
the food has been transported or of-
fered for transport by a shipper, carrier 
by motor vehicle or rail vehicle, load-
er, or receiver engaged in transpor-
tation operations under conditions 
that are not in compliance with this 
subpart. 

(b) The failure by a shipper, carrier 
by motor vehicle or rail vehicle, load-
er, or receiver engaged in transpor-
tation operations to comply with the 
requirements of this subpart is a pro-
hibited act under section 301(hh) of the 
Federal Food, Drug, and Cosmetic Act. 

VerDate Sep<11>2014 13:48 Jun 01, 2017 Jkt 241070 PO 00000 Frm 00122 Fmt 8010 Sfmt 8010 Q:\21\21V1.TXT 31lp
ow

el
l o

n 
D

S
K

54
D

X
V

N
1O

F
R

 w
ith

 $
$_

JO
B


		Superintendent of Documents
	2020-01-15T05:30:13-0500
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




