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§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
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
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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.
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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
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
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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-
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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
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
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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
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