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MEMORANDUM

From: Joseph A. Levitt
Maile Gradison Hermida
Elizabeth Barr Fawell

Date: April 4, 2017

Re: FDA Guidance Affirms Use of DUNS Numbers to Identify FSVP Importer

The Food and Drug Administration (FDA) recently issued a guidance document entitled Recognition
of Acceptable Unique Facility Identifier (UFI) for the Foreign Supplier Verification Programs [(FSVP)]
Regulation, which recognizes the use of Dun & Bradstreet Data Universal Numbering System
(DUNS) numbers for identifying the FSVP importer to FDA when filing entry for imported food. This
recognition was anticipated, having been forecast during the rulemaking. It is notable, however,
because it serves as a reminder of the importance of ensuring the appropriate entity’s DUNS
number is provided at entry given the significant responsibilities placed on the FSVP importer.
Therefore, in addition to providing background on and a summary of FDA’s guidance, this
memorandum also discusses the significance of DUNS numbers for identifying the FSVP importer.

This new requirement takes effect as soon as May 30, 2017 for some imports. 1/ DUNS numbers
also will be required for imported food that is verified or further processed under the either of the
Preventive Controls regulations.

Background

FDA’s FSVP regulation at 21 C.F.R. § 1.509(a) states that for each line entry of food offered for
importation into the United States, the FSVP importer’s name, email address, and “unique facility
identifier [(UFI)] recognized as acceptable to FDA” must be provided electronically when filing entry
with U.S. Customs and Border Protection (CBP). This UFI serves to identify the entity responsible
for FSVP compliance.

FDA originally proposed requiring that for each import line entry of food, the name and DUNS
number of the FSVP importer must be provided. 2/ However, in response to comments on the
proposal, in the final rule FDA replaced this provision with the requirement to provide a UFI. In the
preamble to the final rule, FDA stated that it anticipated issuing guidance stating that FDA
recognizes DUNS numbers as acceptable UFIs. 3/

1/ The compliance dates for FSVP vary based on the type of food being imported and the
FSMA compliance date of the foreign supplier. May 30, 2017 is the compliance date, for example,
for food imported from a large foreign supplier whose Preventive Controls for Human Food
compliance date was September 19, 2016.
2/ 78 Fed. Reg. 45729, 45762 (July 29, 2013).
3/ 80 Fed. Reg. 74226, 74301 (Nov. 27, 2015).
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Summary of Guidance

In this guidance document, FDA recognizes the DUNs number as an acceptable UFI for the
purposes of FSVP compliance. FDA explains that DUNS numbers are available free of charge to all
importers and can be obtained by containing Dun & Bradstreet. FDA also cautions that in some
circumstances, it could take up to 45 days or more to obtain a DUNS number.

The guidance also states that you can contact FDA’s Division of Import Operations for assistance if
you “anticipate being unable to provide a DUNS number” to identify yourself as the FSVP importer.
Finally, although FDA said in the preamble that it would allow for an alternative to DUNS numbers,
beyond this statement about situations where the importer is “unable” to provide a DUNS number,
the guidance does not discuss whether or how importers can request use of different identification
numbers. 4/

Significance of DUNS Numbers

FSVP responsibility falls on the FSVP “importer,” which is defined broadly and also has a different
meaning than the Customs term “importer of record.” 5/ Multiple entities in the supply chain can
meet the legal definition of FSVP importer for the same food. For example, if three companies have
written agreements in place at the time of entry to purchase the same food, they each meet the
definition of FSVP “importer.” FDA will build its inspectional inventory of FSVP importers off of the
data provided to CBP at entry and will hold whoever’s DUNS number is declared at entry
responsible for compliance as the FSVP importer. Therefore, it is important to ensure that the
DUNS number being provided reflects the entity who is taking on FSVP responsibility. 6/
Importantly, DUNS numbers must be provided for imported food even when supplier verification or
further processing of the food is conducted under one of the Preventive Controls regulations. 7/ This
is because importers that also are a “receiving facility” subject to and in compliance with the
Preventive Controls regulations are deemed in compliance with FSVP for imported food, except for
the requirements regarding identifying the importer at entry.

* * *

We will continue to monitor FDA’s implementation of the FSVP regulation. Should you have any
questions, or if you would like assistance regarding how to implement this guidance and prepare for
the upcoming May 30, 2017 compliance date for many imports, please do not hesitate to contact us.

4/ The preamble to the final rule said that FDA would “allow importers to request the use of
different identification numbers,” but cautioned that its information technology systems may not be
able to accommodate alternative numbers and, in these cases, FDA would have to manually review
such entry submissions that include alternative UFIs. 80 Fed. Reg. at 74301.
5/ Under the FSVP rule, “importer” is defined as: “the U.S. owner or consignee of an article of
food that is being offered for import into the United States. If there is no U.S. owner or consignee of
an article of food at the time of U.S. entry, the importer is the U.S. agent or representative of the
foreign owner or consignee at the time of entry, as confirmed in a signed statement of consent to
serve as the importer under this subpart.” 21 C.F.R. § 1.500. The phrase “U.S. owner or consignee”
means “the person in the United States who, at the time of U.S. entry, either owns the food, has
purchased the food, or has agreed in writing to purchase the food.” Id.
6/ Additionally, note that FDA has a statutory responsibility to publish a list of FSVP importers.
Federal Food, Drug, and Cosmetic Act § 805(g).
7/ 21 C.F.R. § 1.502(c).


