Requirements for Meat and Meat Food Products Derived from Ovine and Caprine Animals to Be Exported to
Japan from the United States of America (United States) as Agreed between the Ministry of Health, Labor, and

Welfare (MHLW) and the U.S. Department of Agriculture (USDA)

1. Definitions

a)

b)

c)

d)

Meat and meat food products®! mean all edible parts of ovine and caprine animals and products
derived from ovine and caprine animals from such parts of ovine and caprine animals and are
produced in a manner that ensures the hygienic removal of prohibited materials, as defined in item
1 (b) of this section.

Prohibited materials mean head (including tonsils, and excluding tongue, cheek, and skins) and
spinal cord of ovine and caprine animals over 12 months of age, and spleen and ileum of ovine and
caprine animals of all ages. The ileum is described as the straight, terminal part of the small
intestine passing cranially ventral to the cecum to which it is connected by the ileocecal fold and
enters the large intestine on the ventral medial surface of the cecocolic junction.

Designated facilities mean any slaughterhouses, meat cutting facilities, meat processing facilities,
and storage facilities that operate under USDA inspection and handle eligible materials as defined in

items 1(a) and 1(b) of this section.

The United States means the 50 states, the District of Columbia, and Guam.

2. Requirements for Designated Facilities

a)

b)

Any Federally inspected U.S. meat establishment may be certified by USDA as a designated facility
eligible to export to Japan. The designated facility will be certified as eligible upon the U.S.
government notification to the Japanese government of the designated facility’s name, address, and
establishment number as listed in the USDA’s Food Safety and Inspection Service (FSIS) Meat and
Poultry Inspection (MPI) Directory.

Only designated facilities that have implemented an AMS-approved QAD Procedure 1031A Export
Verification (EV) Program for Japan, which meets the specified product requirements for Japan, will
be listed on the Official Listing of Eligible Suppliers to the USDA Ovine and Caprine EV Program. The
QAD Procedure 1031A EV Program for Japan ensures that requirements are supported by a
documented quality management system.

1 As defined in the U.S. Federal Meat Inspection Act (21 U.S.C. Sec 601 et seq. (2012)).
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Requirements for Ovine and Caprine Meat and Meat Food Products

Ovine and caprine meat and meat food products for export from the United States to Japan must meet
the following requirements:

a) The exported meat and meat food products derived from ovine and caprine animals to Japan must
be derived from either:
(A) Animals that were born and raised only in the United States, or from animals legally imported
into the United States from a country recognized by the Japanese animal health authorities as:
(i) The third free countries for cloven-hoofed animals and meat as authorized by Japan. A
link to the current list of these eligible countries will be available on FSIS’s Export Library
website;
(ii) The eligible BSE-affected countries as identified by Japan. A link to the current list of
these eligible countries will be available on FSIS’s Export Library website;
Or
(B) Meat and meat food products legally imported into the United States from a designated facility
in a country recognized by Japan as eligible to export ovine and/or caprine meat and meat food
products to Japan and shipped directly to the U.S. ports of entry. If transported through
countries other than the eligible third-free countries or eligible BSE-affected countries, as
identified on the current lists available on FSIS’s website, the imported meat and meat food
products must be transported in an officially sealed container. Once inspected and passed by
FSIS, the shipment of imported meat and meat food products must transfer directly to the
designated facility in the United States.

b) For the purpose of age determination for the removal of prohibited materials, the age of ovine and
caprine animals at the time of slaughter was determined by the establishment and verified as
acceptable by USDA’s AMS through its oversight of the QAD Procedure 1031A EV Program for Japan.

c) The ovine and caprine meat and meat food products were produced and handled in a manner to
ensure segregation from prohibited materials in accordance with the QAD Procedure 1031A EV
Program for Japan.

d) Ovine and caprine meat and meat food products that are eligible for export to Japan as defined in
item 1(a) of these requirements and listed on the FSIS website must be processed in accordance
with FSIS regulations and the QAD Procedure 1031A EV Program for Japan.

Audits and Monitoring
a) The Japanese government may conduct routine onsite audits of the U.S. inspection system through

representative samples of eligible designated facilities that export ovine and caprine meat and meat
food products to Japan to verify compliance with the relevant requirements detailed in this



document and U.S. regulations. In the event that a non-compliance with the requirements detailed
in this document is found as a result of the onsite audit, the Japanese government will inform the
U.S. government onsite of the finding. FSIS would issue a Non-compliance Record (NR) for findings
related to U.S. regulations and AMS would cite the non-conformance for findings related to the QAD
Procedure 1031A EV Program for Japan. Non-compliant and/or non-conformant product would be
controlled immediately. If the process that resulted in the non-compliant and/or non-conformant
product is ongoing, USDA would immediately stop the process until it determines the appropriate
corrective and preventative measures have been taken. Only when USDA determines that
corrective actions are adequate will it permit production to resume.

b) USDA must confirm through ordinary monitoring or periodic audit that designated facilities are
fulfilling required conditions of section 3 of this document. If during ordinary monitoring or periodic
audit of a designated facility USDA identifies a non-compliance and/or non-conformance with
conditions of section 3 of this document, USDA will stop certifying ovine and caprine meat and meat
food products for Japan produced at the non-compliant and/or non-conformant facility for export to
Japan. USDA may revoke the designation of the non-compliant and/or non-conformant facility and
must inform the Japanese government of the name, address, and establishment number of that
facility. After verifying that acceptable corrective actions have been taken, USDA may re-designate
the revoked facility.

c) USDA will verify that the revoked designated facility has determined and implemented appropriate
corrective and preventative measures to address the non-compliances and/or non-conformances.
USDA will inform MHLW of the corrective and preventative measures the designated facility has
taken and of the date the suspension is lifted.

5. Export Certificate

a) Ovine and caprine meat and meat food products qualify for import quarantine inspection by the
Japanese government if accompanied by the Export Certificate of Wholesomeness, the Certificate
for Export to Japan, and the Letterhead Certificate for the Export of Ovine and Caprine Meat and
Meat Products to Japan issued by authorized personnel under the U.S. Federal Meat Inspection Act,
which include the following information, in English, to be submitted to the quarantine authority of
the Japanese government, as required by the Food Safety Act of Japan:

1) Name, address, and establishment number of each meat establishment where a relevant
procedure, such as slaughtering or processing, occurred;

2) Slaughtering and/or processing date range (dd/mm/yy-dd/mm/yy);

3) Date, authorities’ name, and place of issue of the inspection certificate, and name and title of
signer; and

4) Required condition in item 5(b) below.



b) Eligible products produced by eligible designated facilities and identified as meeting the
requirements of the QAD Procedure 1031A EV Program for Japan must receive an FSIS export
certificate with a statement indicating that the eligible products fulfilled all of the requirements of

the QAD Procedure 1031A EV Program for Japan.
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