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evaluation or reevaluation was con-
ducted by a qualified individual. 

(2) Approval of foreign supplier. You 
must approve your foreign suppliers on 
the basis of the evaluation you con-
ducted under paragraph (c)(1)(i) of this 
section or that you review and assess 
under paragraph (c)(1)(iii) of this sec-
tion, and document your approval. 

(3) Use of approved foreign suppliers. (i) 
You must establish and follow written 
procedures to ensure that you import 
foods only from foreign suppliers you 
have approved based on the evaluation 
conducted under paragraph (c)(1)(i) of 
this section (or, when necessary and 
appropriate, on a temporary basis from 
unapproved foreign suppliers whose 
foods you subject to adequate 
verification activities before importing 
the food). You must document 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)(3)(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. 

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

§ 1.513 What FSVP may I have if I am 
importing certain food from a coun-
try with an officially recognized or 
equivalent food safety system? 

(a) General. (1) If you meet the condi-
tions and requirements of paragraph 
(b) of this section for a food of the type 
specified in paragraph (a)(2) of this sec-
tion that you are importing, then you 
are not required to comply with the re-
quirements in §§ 1.504 through 1.508. 
You would still be required to comply 
with the requirements in §§ 1.503, 1.509, 
and 1.510. 

(2) This section applies to food that is 
not intended for further manufac-
turing/processing, including packaged 
food products and raw agricultural 
commodities that will not be commer-
cially processed further before con-
sumption. 

(b) Conditions and requirements. (1) Be-
fore importing a food from the foreign 
supplier and annually thereafter, you 
must document that the foreign sup-

plier is in, and under the regulatory 
oversight of, a country whose food safe-
ty system FDA has officially recog-
nized as comparable or determined to 
be equivalent to that of the United 
States, and that the food is within the 
scope of that official recognition or 
equivalency determination. 

(2) Before importing a food from the 
foreign supplier, you must determine 
and document whether the foreign sup-
plier of the food is in good compliance 
standing with the food safety authority 
of the country in which the foreign 
supplier is located. You must continue 
to monitor whether the foreign sup-
plier is in good compliance standing 
and promptly review any information 
obtained. If the information indicates 
that food safety hazards associated 
with the food are not being signifi-
cantly minimized or prevented, you 
must take prompt corrective action. 
The appropriate corrective action will 
depend on the circumstances but could 
include discontinuing use of the foreign 
supplier. You must document any cor-
rective actions that you undertake in 
accordance with this paragraph (b)(2). 

§ 1.514 What are some consequences of 
failing to comply with the require-
ments of this subpart? 

(a) Refusal of admission. An article of 
food is subject to refusal of admission 
under section 801(a)(3) of the Federal 
Food, Drug, and Cosmetic Act if it ap-
pears that the importer of that food 
fails to comply with this subpart with 
respect to that food. If there is no U.S. 
owner or consignee of an article of food 
at the time the food is offered for entry 
into the United States, the article of 
food may not be imported into the 
United States unless the foreign owner 
or consignee has appropriately des-
ignated a U.S. agent or representative 
as the importer in accordance with 
§ 1.500. 

(b) Prohibited act. The importation or 
offering for importation into the 
United States of an article of food 
without the importer having an FSVP 
that meets the requirements of section 
805 of the Federal Food, Drug, and Cos-
metic Act, including the requirements 
of this subpart, is prohibited under sec-
tion 301(zz) of the Federal Food, Drug, 
and Cosmetic Act. 
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