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which the test(s) were conducted and 
the date of the report of the testing, 
the results of the testing, any correc-
tive actions taken in response to detec-
tion of hazards, information identi-
fying the laboratory conducting the 
testing, and documentation that the 
testing was conducted by a qualified 
individual. 

(iii) Review of the foreign supplier’s rel-
evant food safety records. You must re-
tain documentation of each record re-
view, including the date(s) of review, 
the general nature of the records re-
viewed, the conclusions of the review, 
any corrective actions taken in re-
sponse to significant deficiencies iden-
tified during the review, and docu-
mentation that the review was con-
ducted by a qualified individual. 

(iv) Other appropriate activity. (A) 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. 

(B) You must retain documentation 
of each activity conducted in accord-
ance with paragraph (e)(1)(iv) 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. 

(2) Reliance upon performance of activi-
ties by other entities. (i) Except as speci-
fied in paragraph (e)(2)(ii) of this sec-
tion, you may rely on supplier 
verification activities conducted in ac-
cordance with paragraph (e)(1) of this 
section by another entity provided that 
you review and assess the results of 
these activities in accordance with 
paragraph (e)(3) of this section. 

(ii) You may not rely on the foreign 
supplier itself or employees of the for-
eign supplier to perform supplier 
verification activities, except with re-
spect to sampling and testing of food in 
accordance with paragraph (e)(1)(ii) of 
this section. 

(3) 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 
(e)(1) of this section, or that are con-
ducted by other entities in accordance 
with paragraph (e)(2) of this section. 
You must document your review and 
assessment of the results of 
verification activities. If the results do 
not provide adequate assurances that 
the hazards requiring a control in the 
food you obtain from the foreign sup-
plier have been significantly minimized 
or prevented, you must take appro-
priate action in accordance with 
§ 1.508(a). You are not required to re-
tain documentation of supplier 
verification activities conducted by 
other entities, provided that you can 
obtain the documentation and make it 
available to FDA in accordance with 
§ 1.510(b). 

(4) Independence of qualified individ-
uals conducting verification activities. 
There must not be any financial con-
flicts of interests that influence the re-
sults of the verification activities set 
forth in paragraph (e)(1) of this section, 
and payment must not be related to 
the results of the activity. 

§ 1.507 What requirements apply when 
I import a food that cannot be con-
sumed without the hazards being 
controlled or for which the hazards 
are controlled after importation? 

(a) Circumstances. You are not re-
quired to conduct an evaluation of a 
food and foreign supplier under § 1.505 
or supplier verification activities under 
§ 1.506 when you identify a hazard re-
quiring a control (identified hazard) in 
a food and any of the following cir-
cumstances apply: 

(1) You determine and document that 
the type of food (e.g., raw agricultural 
commodities such as cocoa beans and 
coffee beans) could not be consumed 
without application of an appropriate 
control; 

(2) You rely on your customer who is 
subject to the requirements for hazard 
analysis and risk-based preventive con-
trols in subpart C of part 117 or subpart 
C of part 507 of this chapter to ensure 
that the identified hazard will be sig-
nificantly minimized or prevented and 
you: 

(i) Disclose in documents accom-
panying the food, in accordance with 
the practice of the trade, that the food 
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is ‘‘not processed to control [identified 
hazard]’’; and 

(ii) Annually obtain from your cus-
tomer written assurance, subject to the 
requirements of paragraph (c) of this 
section, that the customer has estab-
lished and is following procedures 
(identified in the written assurance) 
that will significantly minimize or pre-
vent the identified hazard; 

(3) You rely on your customer who is 
not subject to the requirements for 
hazard analysis and risk-based preven-
tive controls in subpart C of part 117 or 
subpart C of part 507 of this chapter to 
provide assurance it is manufacturing, 
processing, or preparing the food in ac-
cordance with the applicable food safe-
ty requirements and you: 

(i) Disclose in documents accom-
panying the food, in accordance with 
the practice of the trade, that the food 
is ‘‘not processed to control [identified 
hazard]’’; and 

(ii) Annually obtain from your cus-
tomer written assurance that it is 
manufacturing, processing, or pre-
paring the food in accordance with ap-
plicable food safety requirements; 

(4) You rely on your customer to pro-
vide assurance that the food will be 
processed to control the identified haz-
ard by an entity in the distribution 
chain subsequent to the customer and 
you: 

(i) Disclose in documents accom-
panying the food, in accordance with 
the practice of the trade, that the food 
is ‘‘not processed to control [identified 
hazard]’’; and 

(ii) Annually obtain from your cus-
tomer written assurance, subject to the 
requirements of paragraph (c) of this 
section, that your customer: 

(A) Will disclose in documents ac-
companying the food, in accordance 
with the practice of the trade, that the 
food is ‘‘not processed to control [iden-
tified hazard]’’; and 

(B) Will only sell the food to another 
entity that agrees, in writing, it will: 

(1) Follow procedures (identified in a 
written assurance) that will signifi-
cantly minimize or prevent the identi-
fied hazard (if the entity is subject to 
the requirements for hazard analysis 
and risk-based preventive controls in 
subpart C of part 117 or subpart C of 
part 507 of this chapter) or manufac-

ture, process, or prepare the food in ac-
cordance with applicable food safety 
requirements (if the entity is not sub-
ject to the requirements for hazard 
analysis and risk-based preventive con-
trols in subpart C of part 117 or subpart 
C of part 507); or 

(2) Obtain a similar written assur-
ance from the entity’s customer, sub-
ject to the requirements of paragraph 
(c) of this section, as in paragraphs 
(a)(4)(ii)(A) and (B) of this section, as 
appropriate; or 

(5) You have established, docu-
mented, and implemented a system 
that ensures control, at a subsequent 
distribution step, of the hazards in the 
food you distribute and you document 
your implementation of that system. 

(b) Written assurances. Any written 
assurances required under this section 
must contain the following: 

(1) Effective date; 
(2) Printed names and signatures of 

authorized officials; and 
(3) The assurance specified in the ap-

plicable paragraph. 
(c) Provision of assurances. The cus-

tomer or other subsequent entity in 
the distribution chain for a food that 
provides a written assurance under 
paragraph (a)(2), (3), or (4) of this sec-
tion must act consistently with the as-
surance and document its actions 
taken to satisfy the written assurance. 

§ 1.508 What corrective actions must I 
take under my FSVP? 

(a) You must promptly take appro-
priate corrective actions if you deter-
mine that a foreign supplier of food 
you import does not produce the food 
in compliance with processes and pro-
cedures that provide at least the same 
level of public health protection as 
those required under section 418 or 419 
of the Federal Food, Drug, and Cos-
metic Act, if either is applicable, and 
the implementing regulations, or pro-
duces food that is adulterated under 
section 402 or misbranded under section 
403(w) (if applicable) of the Federal 
Food, Drug, and Cosmetic Act. This de-
termination could be based on a review 
of consumer, customer, or other com-
plaints related to food safety, the 
verification activities conducted under 
§ 1.506 or § 1.511(c), a reevaluation of the 
risks posed by the food and the foreign 
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