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(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 
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 

VerDate Sep<11>2014 14:33 Jun 27, 2023 Jkt 259071 PO 00000 Frm 00103 Fmt 8010 Sfmt 8010 Q:\21\21V1.TXT PC31sf
ra

tti
ni

 o
n 

LA
P

C
K

6H
6L

3 
w

ith
 D

IS
T

IL
LE

R



94 

21 CFR Ch. I (4–1–23 Edition) § 1.632 

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 
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. 
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