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supplier’s performance conducted
under §1.505(c) or (d), or any other rel-
evant information you obtain. The ap-
propriate corrective actions will de-
pend on the circumstances but could
include discontinuing use of the foreign
supplier until the cause or causes of
noncompliance, adulteration, or mis-
branding have been adequately ad-
dressed. You must document any cor-
rective actions you take in accordance
with this paragraph.

(b) If you determine, by means other
than the verification activities con-
ducted under §1.506 or §1.511(c) or a re-
evaluation conducted under §1.505(c) or
(d), that a foreign supplier of food that
you import does not produce food in
compliance with processes and proce-
dures 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, you
must promptly investigate to deter-
mine whether your FSVP is adequate
and, when appropriate, modify your
FSVP. You must document any inves-
tigations, corrective actions, and
changes to your FSVP that you under-
take in accordance with this para-
graph.

(c) This section does not limit your
obligations with respect to other laws
enforced by FDA, such as those relat-
ing to product recalls.

§1.509 How must the
identified at entry?

(a) You must ensure that, for each
line entry of food product offered for
importation into the United States,
your name, electronic mail address,
and unique facility identifier recog-
nized as acceptable by FDA, identi-
fying you as the importer of the food,
are provided electronically when filing
entry with U.S. Customs and Border
Protection.

(b) Before an article of food is im-
ported or offered for import into the
United States, the foreign owner or
consignee of the food (if there is no
U.S. owner or consignee) must des-

importer be

7

§1.510

ignate a U.S. agent or representative
as the importer of the food for the pur-
poses of the definition of ‘‘importer’ in
§1.500.

§1.510 How must I maintain records of
my FSVP?

(a) General requirements for records. (1)
You must Kkeep records as original
records, true copies (such as photo-
copies, pictures, scanned copies, micro-
film, microfiche, or other accurate re-
productions of the original records), or
electronic records.

(2) You must sign and date records
concerning your FSVP upon initial
completion and upon any modification
of the FSVP.

(3) All records must be legible and
stored to prevent deterioration or loss.

(b) Record availability. (1) You must
make all records required under this
subpart available promptly to an au-
thorized FDA representative, upon re-
quest, for inspection and copying. Upon
FDA request, you must provide within
a reasonable time an English trans-
lation of records maintained in a lan-
guage other than English.

(2) Offsite storage of records, includ-
ing records maintained by other enti-
ties in accordance with §1.504, §1.505, or
§1.506, is permitted if such records can
be retrieved and provided onsite within
24 hours of request for official review.
Electronic records are considered to be
onsite if they are accessible from an
onsite location.

(3) If requested in writing by FDA,
you must send records to the Agency
electronically, or through another
means that delivers the records
promptly, rather than making the
records available for review at your
place of business.

(c) Record retention. (1) Except as
specified in paragraph (c)(2) of this sec-
tion, you must retain records ref-
erenced in this subpart until at least 2
years after you created or obtained the
records.

(2) You must retain records that re-
late to your processes and procedures,
including the results of evaluations
and determinations you conduct, for at
least 2 years after their use is discon-
tinued (e.g., because you no longer im-
port a particular food, you no longer
use a particular foreign supplier, you
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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-
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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)(1), 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. (1)
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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