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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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reasonable probability that exposure to 
the hazard will result in serious ad-
verse health consequences or death to 
humans or animals, you must conduct 
or obtain documentation of an onsite 
audit of the foreign supplier before ini-
tially importing the food and at least 
annually thereafter, unless you make 
an adequate written determination 
that, instead of such initial and annual 
onsite auditing, other supplier 
verification activities listed in para-
graph (d)(1)(ii) of this section and/or 
less frequent onsite auditing are appro-
priate to provide adequate assurances 
that the foreign supplier is producing 
the food in accordance with paragraph 
(c) of this section, based on the deter-
mination made under § 1.505. 

(3) Reliance on a determination by an-
other entity. You may rely on a deter-
mination of appropriate foreign sup-
plier verification activities in accord-
ance with paragraph (d)(1) or (2) 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. You must document your 
review and assessment, including docu-
menting that the determination of ap-
propriate verification activities was 
made by a qualified individual. 

(e) Performance of foreign supplier 
verification activities—(1) Verification ac-
tivities. Except as provided in paragraph 
(e)(2) of this section, based on the de-
termination made in accordance with 
paragraph (d) of this section, you must 
conduct (and document) or obtain doc-
umentation of one or more of the sup-
plier verification activities listed in 
paragraphs (e)(1)(i) through (iv) of this 
section for each foreign supplier before 
importing the food and periodically 
thereafter. 

(i) Onsite audit of the foreign supplier. 
(A) An onsite audit of a foreign sup-
plier must be performed by a qualified 
auditor. 

(B) If the food is subject to one or 
more FDA food safety regulations, an 
onsite audit of the foreign supplier 
must consider such regulations and in-
clude a review of the supplier’s written 
food safety plan, if any, and its imple-
mentation, for the hazard being con-

trolled (or, when applicable, an onsite 
audit may consider relevant laws and 
regulations of a country whose food 
safety system FDA has officially recog-
nized as comparable or determined to 
be equivalent to that of the United 
States). 

(C) If the onsite audit is conducted 
solely to meet the requirements of 
paragraph (e) 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. 

(D) 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. 

(E) 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: 

(1) The written results of an appro-
priate inspection of the foreign sup-
plier for compliance with applicable 
FDA food safety regulations conducted 
by FDA, representatives of other Fed-
eral Agencies (such as the USDA), or 
representatives of State, local, tribal, 
or territorial agencies; or 

(2) The written results of an inspec-
tion of the foreign supplier by the food 
safety authority of a country whose 
food safety system FDA has officially 
recognized as comparable or deter-
mined 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 rec-
ognition or equivalence determination, 
and the foreign supplier is in, and 
under the regulatory oversight of, such 
country. 

(ii) Sampling and testing of the food. 
You must retain documentation of 
each sampling and testing of a food, in-
cluding identification of the food test-
ed (including lot number, as appro-
priate), the number of samples tested, 
the test(s) conducted (including the an-
alytical method(s) used), the date(s) on 
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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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