
Memorandum of Understanding 

between the United States Food and Drug Administration and the 

U.S. Department of Agriculture's Agricultural Marketing Service and 

Foreign Agricultural Service 

Related to the 

Export of Milk and Milk Products 

MOU 225-20-017 
I. Purpose

This agreement outlines the coordination between the Food and Drug Administration (FDA) and 
the U.S. Department of Agriculture's Agricultural Marketing Service (AMS) and Foreign 
Agricultural Service (FAS) (referred to collectively hereafter as the Agencies) related to the 
export of milk and milk products from the United States. 

II. Background

Acknowledging the importance of ensuring the public health, food safety and wholesomeness of 
U.S. milk and milk products, the Agencies herein recognize and reaffirm their commitments 
under MOUs 225-72-2009, 225-12-0007, and 225-75-4002, as applicable. The Agencies will 
follow the process for sharing non-public information in Appendix P{ of MOU 225-12-0007. 
This MOU, once effective, will supersede the exchange of letters between FDA and AMS 
regarding export certification for milk and milk products dated July 3, 2012. Otherwise, this 
MOU does not affect or supersede any existing agreements or arrangements between the 
Agencies and does not affect the ability of the Agencies to enter into other agreements or 
arrangements related to this MOU. 

III. Substance of the Agreement

A. Statutory Authority

1. The United States Food and Drug Administration (FDA) is the competent authority for
milk and milk products and is responsible for the enforcement of the Federal Food, Drug,
and Cosmetic Act (hereinafter the FD&C Act) (21 U.S.C. 301, et seq.), the Public Health
Service Act (42 U.S.C. 201, et seq.), and the Fair Packaging and Labeling Act (15 U.S.C.
1451, et seq.). In fulfilling its responsibilities under these statutes, FDA's activities are
directed toward protecting the public health by ensuring that foods, including milk and
milk products, are safe and wholesome, and truthfully labeled. This is accomplished, in
part, by inspecting the production, processing, and distribution of foods and examining
samples to ensure compliance with FDA's statutory requirements. In addition, FDA
engages with international regulators and stakeholders on the safety of U.S. milk and milk
products.

2. The Agricultural Marketing Service (AMS) of the U.S. Department of Agriculture
(USDA), under the authority of the Agricultural Marketing Act of 1946, carries out certain
voluntary service functions designed to aid in the efficient marketing of agricultural





c. Maintaining transparent, collaborative, and timely communications relating to
issues affecting U.S. exports of milk and milk products, as appropriate, to prevent
and/or resolve any barriers to trade.

2. The Food and Drug Administration will:

a. Enforce the FD&C Act and related statutes and regulatory requirements for milk
and milk products, including protecting the public health by ensuring that milk
and milk products are safe, sanitary, wholesome, and truthfully labeled;

b. As the competent authority, serve as the lead agency for communicating with
foreign governments with respect to the safety of exported milk and milk
products, including but not limited to foodborne outbreaks, recalls, and providing
technical assistance regarding FDA regulatory requirements upon request from
foreign governments;

c. Issue its Certificate to a Foreign Government or Certificate of Exportability, if
requested by a U.S. exporter of milk or milk products;

d. Provide information to AMS and FAS related to the public health, safety,
production, handling or transport of milk and milk product exports produced
under FDA's oversight, including for use related to dairy sanitary certificates that

contain attestations drafted by FAS or AMS as soon as practicable, but no later
than 7 business days;2 

e. Refer in a timely manner exporters of U.S. milk and milk products to FAS and
AMS who seek information about a service for which AMS or FAS has primary
responsibility;

f. Provide to AMS on a monthly basis all country lists of facilities exporting milk
and milk products or, in the event of significant changes to a facility list, update
or establish a list upon request;

g. Upon request, provide verification to AMS of whether a U.S. producer or
processor of milk and milk products is in good regulatory standing as soon as
practicable, but no later than 2 business days;

h. Notify FAS and AMS in a timely manner of communications related to U.S.
exports of milk and milk products received by foreign governments; and

1. Provide information to FAS as soon as practicable, but no later than 7 business
days, when foreign governments seek information regarding certification of milk
and milk products, in order to facilitate FAS' response to the foreign government
in accordance with 4.a of this MOU.

2 Within FDA, the Center for Food Safety and Applied Nutrition (CFSAN) has primary responsibility for fulfilling 
this commitment. 
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