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21 CFR Ch. I (4–1–23 Edition) § 1.700 

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 

(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 

VerDate Sep<11>2014 14:33 Jun 27, 2023 Jkt 259071 PO 00000 Frm 00124 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



115 

Food and Drug Administration, HHS § 1.900 

§ 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 
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.). 
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