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have reevaluated the risks associated 
with a food and the foreign supplier, or 
you have changed your supplier 
verification activities for a particular 
food and foreign supplier). 

(d) Electronic records. Records that 
are established or maintained to sat-
isfy the requirements of this subpart 
and that meet the definition of elec-
tronic records in § 11.3(b)(6) of this 
chapter are exempt from the require-
ments 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. 

(e) Use of existing records. (1) You do 
not need to duplicate existing records 
you have (e.g., records that you main-
tain to comply with other Federal, 
State, or local regulations) if they con-
tain all of the information required by 
this subpart. You may supplement any 
such existing records as necessary to 
include all of the information required 
by this subpart. 

(2) You do not need to maintain the 
information required by this subpart in 
one set of records. If existing records 
you have contain some of the required 
information, you may maintain any 
new information required by this sub-
part either separately or combined 
with the existing records. 

(f) Public disclosure. Records obtained 
by FDA in accordance with this sub-
part are subject to the disclosure re-
quirements under part 20 of this chap-
ter. 

§ 1.511 What FSVP must I have if I am 
importing a food subject to certain 
requirements in the dietary supple-
ment current good manufacturing 
practice regulation? 

(a) Importers subject to certain require-
ments in the dietary supplement current 
good manufacturing practice regulation. 
If you are required to establish speci-
fications under § 111.70(b) or (d) of this 
chapter with respect to a food that is a 
dietary supplement or dietary supple-
ment component you import for fur-
ther manufacturing, processing, or 
packaging as a dietary supplement, and 
you are in compliance with the require-
ments in §§ 111.73 and 111.75 of this 
chapter applicable to determining 
whether the specifications you estab-

lished are met for such food, then for 
that food you must comply with the re-
quirements in §§ 1.503 and 1.509, but you 
are not required to comply with the re-
quirements in § 1.502, §§ 1.504 through 
1.508, or § 1.510. This requirement does 
not limit your obligations with respect 
to part 111 of this chapter or any other 
laws enforced by FDA. 

(b) Importers whose customer is subject 
to certain requirements in the dietary sup-
plement current good manufacturing 
practice regulation. If your customer is 
required to establish specifications 
under § 111.70(b) or (d) of this chapter 
with respect to a food that is a dietary 
supplement or dietary supplement 
component you import for further 
manufacturing, processing, or pack-
aging as a dietary supplement, your 
customer is in compliance with the re-
quirements of §§ 111.73 and 111.75 of this 
chapter applicable to determining 
whether the specifications it estab-
lished are met for such food, and you 
annually obtain from your customer 
written assurance that it is in compli-
ance with those requirements, then for 
that food you must comply with the re-
quirements in §§ 1.503, 1.509, and 1.510, 
but you are not required to comply 
with the requirements in § 1.502 or 
§§ 1.504 through 1.508. 

(c) Other importers of dietary supple-
ments—(1) General. If the food you im-
port is a dietary supplement and nei-
ther paragraph (a) or (b) of this section 
is applicable, you must comply with 
paragraph (c) of this section and the re-
quirements in §§ 1.503, 1.505(a)(1)(ii) 
through (iv), (a)(2), and (b) through (d), 
and 1.508 through 1.510, but you are not 
required to comply with the require-
ments in §§ 1.504, 1.505(a)(1)(i), 1.506, and 
1.507. This requirement does not limit 
your obligations with respect to part 
111 of this chapter or any other laws 
enforced by FDA. 

(2) Use of approved foreign suppliers. (i) 
You must establish and follow written 
procedures to ensure that you import 
foods only from foreign suppliers that 
you have approved based on the evalua-
tion conducted under § 1.505 (or, when 
necessary and appropriate, on a tem-
porary basis from unapproved foreign 
suppliers whose foods you subject to 
adequate verification activities before 
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importing the food). You must docu-
ment your use of these procedures. 

(ii) You may rely on an entity other 
than the foreign supplier to establish 
the procedures and perform and docu-
ment the activities required under 
paragraph (c)(2)(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. 

(3) Foreign supplier verification proce-
dures. You must establish and follow 
adequate written procedures for ensur-
ing that appropriate foreign supplier 
verification activities are conducted 
with respect to the foods you import. 

(4) Determination of appropriate foreign 
supplier verification activities—(i) Gen-
eral. Except as provided in paragraph 
(c)(4)(iii) of this section, before import-
ing a dietary supplement from a for-
eign supplier, you must determine and 
document which verification activity 
or activities listed in paragraphs 
(c)(4)(ii)(A) through (D) of this section, 
as well as the frequency with which the 
activity or activities must be con-
ducted, are needed to provide adequate 
assurances that the foreign supplier is 
producing the dietary supplement in 
accordance with processes and proce-
dures that provide the same level of 
public health protection as those re-
quired under part 111 of this chapter. 
This determination must be based on 
the evaluation conducted under § 1.505. 

(ii) Appropriate verification activities. 
The following are appropriate supplier 
verification activities: 

(A) Onsite audits as specified in para-
graph (c)(5)(i)(A) of this section; 

(B) Sampling and testing of a food as 
specified in paragraph (c)(5)(i)(B) of 
this section; 

(C) Review of the foreign supplier’s 
relevant food safety records as speci-
fied in paragraph (c)(5)(i)(C) of this sec-
tion; and 

(D) Other appropriate supplier 
verification activities as specified in 
paragraph (c)(5)(i)(D) of this section. 

(iii) Reliance upon determination by 
other entity. You may rely on a deter-
mination of appropriate foreign sup-
plier verification activities in accord-
ance with paragraph (c)(4)(i) of this 
section made by an entity other than 
the foreign supplier if you review and 

assess whether the entity’s determina-
tion regarding appropriate activities 
(including the frequency with which 
such activities must be conducted) is 
appropriate based on the evaluation 
conducted in accordance with § 1.505. 
You must document your review and 
assessment, including documenting 
that the determination of appropriate 
verification activities was made by a 
qualified individual. 

(5) Performance of foreign supplier 
verification activities. (i) Except as pro-
vided in paragraph (c)(5)(ii) of this sec-
tion, for each dietary supplement you 
import under paragraph (c) of this sec-
tion, you must conduct (and document) 
or obtain documentation of one or 
more of the verification activities list-
ed in paragraphs (c)(5)(i)(A) through 
(D) of this section before importing the 
dietary supplement and periodically 
thereafter. 

(A) Onsite auditing. You conduct (and 
document) or obtain documentation of 
a periodic onsite audit of your foreign 
supplier. 

(1) An onsite audit of a foreign sup-
plier must be performed by a qualified 
auditor. 

(2) The onsite audit must consider 
the applicable requirements of part 111 
of this chapter and include a review of 
the foreign supplier’s written food safe-
ty plan, if any, and its implementation 
(or, when applicable, an onsite audit 
may consider relevant laws and regula-
tions of a country whose food safety 
system FDA has officially recognized 
as comparable or determined to be 
equivalent to that of the United 
States). 

(3) If the onsite audit is conducted 
solely to meet the requirements of 
paragraph (c)(5) of this section by an 
audit agent of a certification body that 
is accredited in accordance with sub-
part M of this part, the audit is not 
subject to the requirements in that 
subpart. 

(4) You must retain documentation of 
each onsite audit, including the audit 
procedures, the dates the audit was 
conducted, the conclusions of the 
audit, any corrective actions taken in 
response to significant deficiencies 
identified during the audit, and docu-
mentation that the audit was con-
ducted by a qualified auditor. 

VerDate Sep<11>2014 14:33 Jun 27, 2023 Jkt 259071 PO 00000 Frm 00089 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



80 

21 CFR Ch. I (4–1–23 Edition) § 1.511 

(5) The following inspection results 
may be substituted for an onsite audit, 
provided that the inspection was con-
ducted within 1 year of the date by 
which the onsite audit would have been 
required to be conducted: 

(i) The written results of appropriate 
inspection of the foreign supplier for 
compliance with the applicable re-
quirements in part 111 of this chapter 
conducted by FDA, representatives of 
other Federal Agencies (such as the 
USDA), or representatives of State, 
local, tribal, or territorial agencies; or 

(ii) The written results of an inspec-
tion by the food safety authority of a 
country whose food safety system FDA 
has officially recognized as comparable 
or determined to be equivalent to that 
of the United States, provided that the 
food that is the subject of the onsite 
audit is within the scope of the official 
recognition or equivalence determina-
tion, and the foreign supplier is in, and 
under the regulatory oversight of, such 
country. 

(B) Sampling and testing of the food. 
You must retain documentation of 
each sampling and testing of a dietary 
supplement, including identification of 
the food tested (including lot number, 
as appropriate), the number of samples 
tested, the test(s) conducted (including 
the analytical method(s) used), the 
date(s) on which the test(s) were con-
ducted and the date of the report of the 
testing, the results of the testing, any 
corrective actions taken in response to 
detection of hazards, information iden-
tifying the laboratory conducting the 
testing, and documentation that the 
testing was conducted by a qualified 
individual. 

(C) Review of the foreign supplier’s food 
safety records. You must retain docu-
mentation of each record review, in-
cluding the date(s) of review, the gen-
eral nature of the records reviewed, the 
conclusions of the review, any correc-
tive actions taken in response to sig-
nificant deficiencies identified during 
the review, and documentation that 
the review was conducted by a quali-
fied individual. 

(D) Other appropriate activity. (1) You 
may conduct (and document) or obtain 
documentation of other supplier 
verification activities that are appro-
priate based on foreign supplier per-

formance and the risk associated with 
the food. 

(2) You must retain documentation of 
each activity conducted in accordance 
with paragraph (c)(5)(i)(D)(1) of this 
section, including a description of the 
activity, the date on which it was con-
ducted, the findings or results of the 
activity, any corrective actions taken 
in response to significant deficiencies 
identified, and documentation that the 
activity was conducted by a qualified 
individual. 

(ii) Reliance upon performance of ac-
tivities by other entities. (A) Except as 
specified in paragraph (c)(5)(ii)(B) of 
this section, you may rely on supplier 
verification activities conducted in ac-
cordance with paragraph (c)(5)(i) by an-
other entity provided that you review 
and assess the results of these activi-
ties in accordance with paragraph 
(c)(5)(iii) of this section. 

(B) You may not rely on the foreign 
supplier or employees of the foreign 
supplier to perform supplier 
verification activities, except with re-
spect to sampling and testing of food in 
accordance with paragraph (c)(5)(i)(B) 
of this section. 

(iii) Review of results of verification ac-
tivities. You must promptly review and 
assess the results of the verification 
activities that you conduct or obtain 
documentation of under paragraph 
(c)(5)(i) of this section, or that are con-
ducted by other entities in accordance 
with paragraph (c)(5)(ii) of this section. 
You must document your review and 
assessment of the results of 
verification activities. If the results 
show that the foreign supplier is not 
producing the dietary supplement in 
accordance with processes and proce-
dures that provide the same level of 
public health protection as those re-
quired under part 111 of this chapter, 
you must take appropriate action in 
accordance with § 1.508(a). You are not 
required to retain documentation of 
supplier verification activities con-
ducted by other entities, provided that 
you can obtain the documentation and 
make it available to FDA in accord-
ance with § 1.510(b). 

(iv) Independence of qualified individ-
uals conducting verification activities. 
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There must not be any financial con-
flicts of interest that influence the re-
sults of the verification activities set 
forth in paragraph (c)(5)(i) of this sec-
tion, and payment must not be related 
to the results of the activity. 

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

§ 1.512 What FSVP may I have if I am a 
very small importer or I am import-
ing certain food from certain small 
foreign suppliers? 

(a) Eligibility. This section applies 
only if: 

(1) You are a very small importer; or 
(2) You are importing certain food 

from certain small foreign suppliers as 
follows: 

(i) The foreign supplier is a qualified 
facility as defined by § 117.3 or § 507.3 of 
this chapter; 

(ii) You are importing produce from a 
foreign supplier that is a farm that 
grows produce and is not a covered 
farm under part 112 of this chapter in 
accordance with § 112.4(a) of this chap-
ter, or in accordance with §§ 112.4(b) 
and 112.5 of this chapter; or 

(iii) You are importing shell eggs 
from a foreign supplier that is not sub-
ject to the requirements of part 118 of 
this chapter because it has fewer than 
3,000 laying hens. 

(b) Applicable requirements—(1) Docu-
mentation of eligibility—(i) Very small im-
porter status. (A) If you are a very small 
importer and you choose to comply 
with the requirements in this section, 
you must document that you meet the 
definition of very small importer in 
§ 1.500 with respect to human food and/ 
or animal food before initially import-
ing food as a very small importer and 
thereafter on an annual basis by De-
cember 31 of each calendar year. 

(B) For the purpose of determining 
whether you satisfy the definition of 
very small importer with respect to 
human food and/or animal food for a 
given calendar year, the relevant 3- 
year period of sales (and U.S. market 
value of human or animal food, as ap-
propriate) is the period ending 1 year 
before the calendar year for which you 
intend to import food as a very small 
importer. The baseline year for calcu-
lating the adjustment for inflation is 
2011. If you conduct any food sales in 

currency other than U.S. dollars, you 
must use the relevant currency ex-
change rate in effect on December 31 of 
the year in which sales occurred to cal-
culate the value of these sales. 

(ii) Small foreign supplier status. If you 
are a importing food from a small for-
eign supplier as specified in paragraph 
(a)(2) of this section and you choose to 
comply with the requirements in this 
section, you must obtain written assur-
ance that your foreign supplier meets 
the criteria in paragraph (a)(2)(i), (ii), 
or (iii) of this section before first ap-
proving the supplier for an applicable 
calendar year and thereafter on an an-
nual basis by December 31 of each cal-
endar year, for the following calendar 
year. 

(2) Additional requirements. If this sec-
tion applies and you choose to comply 
with the requirements in paragraph (b) 
of this section, you also are required to 
comply with the requirements in 
§§ 1.502, 1.503, and 1.509, but you are not 
required to comply with the require-
ments in §§ 1.504 through 1.508 or § 1.510. 

(3) Foreign supplier verification activi-
ties. (i) If you are a very small im-
porter, for each food you import, you 
must obtain written assurance, before 
importing the food and at least every 2 
years thereafter, that your foreign sup-
plier is producing the food in compli-
ance with processes and procedures 
that provide at least the same level of 
public health protection as those re-
quired under section 418 or 419 of the 
Federal Food, Drug, and Cosmetic Act, 
if either is applicable, and the imple-
menting regulations, and is producing 
the food in compliance with sections 
402 and 403(w) (if applicable) of the Fed-
eral Food, Drug, and Cosmetic Act. 

(ii) If your foreign supplier is a quali-
fied facility as defined by § 117.3 or 
§ 507.3 of this chapter and you choose to 
comply with the requirements in this 
section, you must obtain written assur-
ance, before importing the food and at 
least every 2 years thereafter, that the 
foreign supplier is producing the food 
in compliance with applicable FDA 
food safety regulations (or, when appli-
cable, relevant laws and regulations of 
a country whose food safety system 
FDA has officially recognized as com-
parable or determined to be equivalent 

VerDate Sep<11>2014 14:33 Jun 27, 2023 Jkt 259071 PO 00000 Frm 00091 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


		Superintendent of Documents
	2023-11-02T14:19:55-0400
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




