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hazards in such fruits or vegetables re-
quire a control and compliance with 
the requirements in part 112 of this 
chapter significantly minimizes or pre-
vents the biological hazards. However, 
you must determine whether there are 
any other types of hazards requiring a 
control in such food. 

(f) No hazards requiring a control. If 
you evaluate the known and reason-
ably foreseeable hazards in a food and 
determine that there are no hazards re-
quiring a control, you are not required 
to conduct an evaluation for foreign 
supplier approval and verification 
under § 1.505 and you are not required 
to conduct foreign supplier verification 
activities under § 1.506. This paragraph 
(f) does not apply if the food is a raw 
agricultural commodity that is a fruit 
or vegetable that is ‘‘covered produce’’ 
as defined in § 112.3 of this chapter. 

§ 1.505 What evaluation for foreign 
supplier approval and verification 
must I conduct? 

(a) Evaluation of a foreign supplier’s 
performance and the risk posed by a food. 
(1) Except as specified in paragraphs (d) 
and (e) of this section, in approving 
your foreign suppliers and determining 
the appropriate supplier verification 
activities that must be conducted for a 
foreign supplier of a type of food you 
import, you must consider the fol-
lowing: 

(i) The hazard analysis of the food 
conducted in accordance with § 1.504, 
including the nature of the hazard re-
quiring a control. 

(ii) The entity or entities that will be 
significantly minimizing or preventing 
the hazards requiring a control or 
verifying that such hazards have been 
significantly minimized or prevented, 
such as the foreign supplier, the for-
eign supplier’s raw material or other 
ingredient supplier, or another entity 
in your supply chain. 

(iii) Foreign supplier performance, 
including: 

(A) The foreign supplier’s procedures, 
processes, and practices related to the 
safety of the food; 

(B) Applicable FDA food safety regu-
lations and information relevant to the 
foreign supplier’s compliance with 
those regulations, including whether 
the foreign supplier is the subject of an 

FDA warning letter, import alert, or 
other FDA compliance action related 
to food safety (or, when applicable, the 
relevant laws and regulations of a 
country whose food safety system FDA 
has officially recognized as comparable 
or determined to be equivalent to that 
of the United States, and information 
relevant to the supplier’s compliance 
with those laws and regulations); and 

(C) The foreign supplier’s food safety 
history, including available informa-
tion about results from testing foods 
for hazards, audit results relating to 
the safety of the food, and responsive-
ness of the foreign supplier in cor-
recting problems. 

(iv) Any other factors as appropriate 
and necessary, such as storage and 
transportation practices. 

(2) You must document the evalua-
tion you conduct under paragraph 
(a)(1) of this section. 

(b) Approval of foreign suppliers. You 
must approve your foreign suppliers on 
the basis of the evaluation that you 
conducted under paragraph (a) of this 
section or that you review and assess 
under paragraph (d) of this section, and 
document your approval. 

(c) Reevaluation of a foreign supplier’s 
performance and the risk posed by a food. 
(1) Except as specified in paragraph (d) 
of this section, you must promptly re-
evaluate the concerns associated with 
the factors in paragraph (a)(1) of this 
section when you become aware of new 
information about these factors, and 
the reevaluation must be documented. 
If you determine that the concerns as-
sociated with importing a food from a 
foreign supplier have changed, you 
must promptly determine (and docu-
ment) whether it is appropriate to con-
tinue to import the food from the for-
eign supplier and whether the supplier 
verification activities conducted under 
§ 1.506 or § 1.511(c) need to be changed. 

(2) If at the end of any 3-year period 
you have not reevaluated the concerns 
associated with the factors in para-
graph (a)(1) of this section in accord-
ance with paragraph (c)(1) of this sec-
tion, you must reevaluate those con-
cerns and take other appropriate ac-
tions, if necessary, in accordance with 
paragraph (c)(1). You must document 
your reevaluation and any subsequent 
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actions you take in accordance with 
paragraph (c)(1). 

(d) Review of another entity’s evalua-
tion or reevaluation of a foreign supplier’s 
performance and the risk posed by a food. 
If an entity other than the foreign sup-
plier has, using a qualified individual, 
performed the evaluation described in 
paragraph (a) of this section or the re-
evaluation described in paragraph (c) 
of this section, you may meet the re-
quirements of the applicable paragraph 
by reviewing and assessing the evalua-
tion or reevaluation conducted by that 
entity. You must document your re-
view and assessment, including docu-
menting that the evaluation or re-
evaluation was conducted by a quali-
fied individual. 

(e) Inapplicability to certain cir-
cumstances. You are not required to 
conduct an evaluation under this sec-
tion or to conduct foreign supplier 
verification activities under § 1.506 if 
one of the circumstances described in 
§ 1.507 applies to your importation of a 
food and you are in compliance with 
that section. 

§ 1.506 What foreign supplier 
verification and related activities 
must I conduct? 

(a) Use of approved foreign suppliers. 
(1) You must establish and follow writ-
ten procedures to ensure that you im-
port foods only from foreign suppliers 
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 
importing the food). You must docu-
ment your use of these procedures. 

(2) You may rely on an entity other 
than your foreign supplier to establish 
the procedures and perform and docu-
ment the activities required under 
paragraph (a)(1) 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. 

(b) 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. 

(c) Requirement of supplier verification. 
The foreign supplier verification ac-
tivities must provide assurance that 
the hazards requiring a control in the 
food you import have been signifi-
cantly minimized or prevented. 

(d) Determination of appropriate foreign 
supplier verification activities—(1)(i) Gen-
eral. Except as provided in paragraphs 
(d)(2) and (3) of this section, before im-
porting a food from a foreign supplier, 
you must determine and document 
which verification activity or activi-
ties listed in paragraphs (d)(1)(ii)(A) 
through (D) of this section, as well as 
the frequency with which the activity 
or activities must be conducted, are 
needed to provide adequate assurances 
that the food you obtain from the for-
eign supplier is produced in accordance 
with paragraph (c) of this section. 
Verification activities must address 
the entity or entities that are signifi-
cantly minimizing or preventing the 
hazards or verifying that the hazards 
have been significantly minimized or 
prevented (e.g., when an entity other 
than the grower of produce subject to 
part 112 of this chapter harvests or 
packs the produce and significantly 
minimizes or prevents the hazard or 
verifies that the hazard has been sig-
nificantly minimized or prevented, or 
when the foreign supplier’s raw mate-
rial supplier significantly minimizes or 
prevents a hazard). The determination 
of appropriate supplier verification ac-
tivities must be based on the evalua-
tion of the food and foreign supplier 
conducted under § 1.505. 

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

(A) Onsite audits as specified in para-
graph (e)(1)(i) of this section; 

(B) Sampling and testing of a food as 
specified in paragraph (e)(1)(ii) of this 
section; 

(C) Review of the foreign supplier’s 
relevant food safety records as speci-
fied in paragraph (e)(1)(iii) of this sec-
tion; and 

(D) Other appropriate supplier 
verification activities as specified in 
paragraph (e)(1)(iv) of this section. 

(2) Verification activities for certain se-
rious hazards. When a hazard in a food 
will be controlled by the foreign sup-
plier and is one for which there is a 
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