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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 remewal of direct
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.

§1.690

§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
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§1.691

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).

§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)
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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
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