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Th Food and l)rug Administration (r l)A) of the l)epartment of Health and Human Services and the
inistry of Maritime Affairs and Fisheries (MOMAF) of the Republic of Korea;

Naciring ¢n ramtinie thae 1007 Macancnce dicoae AT Toa Dot 10 Nt Qo
LCSITING 10 Conuiiuc uiC 170/ vICmoranauim o1 unacrsianaing Lonceriing ine sanitary Lontrol oI rresn
Frozen Molluscan Shellfish Destined for Exportation from Korea to the United States between the

Recognizing that s ' f tes a
undertaken technical consultations on the develonment of an effechve oy st production program in Korea
and that in 1970 the FDA endorsed the Korean Shellfish Sanitation Program ( KSSP) and concluded that
the Korean program met or exceeded U.S. National Shellfish Sanitation Program (NSSP) guidelines and
that the Korean Government can fulfill its responsibilities as a member of the National Shellfish Sanitation

Program;

Understanding that on November 24, 1972, the Government of the United States signed the Shellfish
Sanitation Agreement with the Government of Korea in which both governments agreed to cooperate in

seeking to assure that fresh frozen moliuscan shelifish are safe and wholesome and that in 1987 both
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governmenits airrmea their intention to continue the 1972 agrecment Dy 51gmng a Memorandum of

TTeadneatamndinn lhatcranm ETYA amd sho Vmcnno Notlae a1 T L e
Understanding between FDA and the Korean National Fisheries Administration oncernmg the bamtary
Control of Fresh Frozen Molluscan Shellfish Destined for Exportation from Korea to the United States;
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Recognizing that in 1996, the Korean National Fisheries Administration was reorganized into the new
MOMAF and the shellfish program was then placed under the direction of the Fisheries Policy Bureau
within MOMATF and that the sanitary control of shellfish in interstate commerce in the United States
continues to be administered by FDA in cooperation with state agencies under the NSSP;

Acknowledging that this agreement will permit MOMAF to certify Korean firms and shippers of fresh
frozen shellfish and to have these firms and shippers listed on FDA's “Interstate Certified Shellfish
Shippers List” (ICSSL) and FDA and U.S. state authorities will recognize shellfish from such shipments as
having been certified under the NSSP,

Recognizing that this agreement will assist in assuring that fresh frozen molluscan shellfish exported from
the Republic of Korea and offered for import into the United States continue to be safe and wholesome and
are harvested, processed, transported, and labeled in accordance with the sanitation principles of the U.S.
NSSP and the requirements of the U.S. Federal Food, Drug, and Cosmetic Act, the U.S. Public Health
Service Act, the U.S. Fair Packaging and Labeling Act, and the Korean Ministry of Maritime Affairs and
Fisheries Ordinance Number 53;

Have agreed as follows:

I. SUBSTANCE OF MEMORANDUM OF UNDERSTANDING

A. DEFINITIONS

1. Central file. The “central file” is the location where the enforcement agency stores and maintains
program information, data, and reports.

2. Enforcement agency. The “enforcement agency” is the Ministry of Maritime Affairs and Fisheries,
which has regulatory authority in Korea over the production, harvesting, processing, transportation,
classification, and export of certified shellfish to the United States under the terms of this memorandum.

3. A Lot of Shucked Shellfish. A “lot” is a collection of shellfish of no more than one day’s harvest from
a single defined growing area, produced under conditions as nearly uniform as possible, with the shucked
shellfish product placed in containers designated by a common container code or marking.

4. Marine biotoxins. Poisonous compounds accumulated by shellfish feeding upon toxic microorganisms
. The poisons may come from dinoflagellates, e.g. Alexandrium spp., (formerly Protogonyaulax spp.,
Gonyaulax catenella, Gonyaulax tamarensis), and Gymnodinium breve (formerly Ptychodiscus brevis).

5. Shellfish. All edible species of oysters, clams, mussels, and scallops — except when the final scallop
product is the adductor muscle only; either shucked or in the shell, fresh or frozen, whole or in part.
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(a) Classnfvme shellfish harvesting areas bas

unon c‘_m thmve sar anitation su_rveys;
(b) Preparing sanitation survey reports and maintaining survey data in a central file;

(c) Updating survey data annually and periodically reviewing the classification status of each
harvest area;

(d) Assuring that only shellfish harvested from approved areas that meet NSSP-KSSP approved
water quality and marine biotoxin standards are exported to the U.S.;

encouraging par r'C‘p tion in FDA’s voluntary Quali fy Assurance rrogram The Quallty Assurance
Program includes examination of standardized laboratory specimens supplied by FDA.

2. Inspect firms processing fresh frozen shellfish for export to the U.S. to ensure compliance with
NSSP/KSSP controls

3. Certify on an annual basis those firms that wish to process and to export fresh or frozen shellfish to the

U.S. that comply with NSSP/KSSP requirements and notify FDA of the name, location, and certification
number of those firms on Form FD-3038, “Interstate Shellfish Dealers Certification”,

4. Cancel the certificate of any firm that does not comply with the requirements of NSSP/KSSP, that
obtains shellfish from non-approved areas, or that ships shellfish that do not conform to appropriate
program standards.

5. Ensure that all containers of each ot of fresh frozen shellfish certified for export are identified with the
shipping firm’s address, certification number, and lot number or code, as specified by the NSSP Guide for
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the Control of Molluscan Shellfish, and including other information required by the U.S. Federal Food,
Drug, and Cosmetic Act, the U.S. Public Health Service Act, and U.S. Fair Packaging and Labeling Act.

6. Maintain a central file of program records including but not limited to sanitation survey reports,
inspection reports, laboratory evaluation reports, and enforcement actions. MOMAF will make these
records available to FDA upon request

7. Responsibilities for the management of various components of the KSSP may be delegated to
subagencies or administrative units of MOMAF..

8. Provide FDA with an annual status report describing current or potential new public health problems

affecting shellfish intended for export to the United States. The report should present information on the
level of conformity with NSSP requirements enforced by the MOMAF and a summary of the analysis of
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water and shellfish data to substantiate new designated area classifications as specified in the NSSP Guide
for the Control of Molluscan Shelifish.

9. Make travel arrangements in the Republic of Korea for, and conduct joint inspections with, FDA
evaluation officers at FDA's request. Meet transportation expenses in the Republic of Korea for FDA
officials making inspections in accordance with this memorandum.

C. FDA RESPONSIBILITIES
FDA will:

1. Recognize the Republic of Korea as a participant in the NSSP with full rights to participate in the
Interstate Shellfish Sanitation Conference, cooperative research programs, seminars, training courses, and
other NSSP activities; to make recommendations for changes or improvements in the procedures, methods,
standards, and guidelines of the NSSP; and to have MOMAF cernfy Korean firms for inclusion in FDA’s
ICSSL.

2. Publish the names, locations, and certification numbers of Korean shellfish shipping firms certified by
MOMAF in the monthly publication of the ICSSL upon receipt of Form FD-3038.

3. Provide limited training and technical assistance to enforcement agency personnel in shellfish sanitation
program administration, laboratory procedures, and growing area classification procedures upon request of
MOMATF and subject to availability of funds for such purposes.

4. Inform MOMAF of the reasons for any detentions of certified frozen shellfish shipments from Korea
which have been carried out under FDA’s authority. Additional information that FDA will provide will
include, but not necessarily be limited to:

(a) Commodity identification;

(b) Commodity code, lot, and certification number;

(c) Name and address of the shipper;

(d) Sampling procedures;

(e) Methods of analysis and confirmation; and

(f) Administrative guidelines.
5. Participate with MOMAF in joint evaluations of the shellfish sanitation program as it pertains to
certifying firms. Joint evaluations normally will be conducted periodically to ascertain the level of
conformity with the requirements of the NSSP and with the responsibilities specified in this memorandum.

FDA will pay round trip transportation expenses between the United States and Korea and the per diem of
the members of the FDA evaluation team while in Korea.
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MOMAF and FDA will:

1. Exchange information through designated liaison officers concerning significant proposed and final
changes in program operations and procedures including:

(a) Methods and procedures for sampling;
(b) Methods of analysis;
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(c) Methods of confirmation;,

(f) In
2. Provide written notification to the other party of any changes in liaison officers. Changing liaison
officers will not otherwise constitute a change in the provisions of this memorandum.

3. Facilitate the exchange of information between MOMAF and the U.S. federal and state agencies
concerned with the introduction and proliferation of exotic organism that might be carried by Korean
shellfish.

E. OTHER PROVISIONS
The working language for documents exchanged under this memorandum shall be English.

Ministry of Maritime Affairs and Fisheries
826-14 Yoksam Dong Kangnam Ku
135-080, Seoul, Korea

and

First Secretary for Maritime Affairs and Fisheries
Embassy of the Republic of Korea,

2450 Massachusetts Avenue

Wackinogtan DO 2000QTTCQ A
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B. Liaison Office for FDA:

Director, Office of Seafood
Center for Food Safety and Applied Nutrition
Food and Drug Administration,
200 C Street, SW.
" Washington, D.C." 20204 US.A.
Telephone: (202) 418-3133

IV. ENTRY INTO FORCE

This Memorandum enters into force upon signature for a period of five years. It may be extended or
amended by written agreement of both parties. It may be terminated by either party upon a 30-day advance
written notice to the other party’s liaison office.

FOR THE MINISTRY OF MARITIME ) FOR THE FOOD AND DRUG
AFFAIRS AND FISHERIES OF THE ADMINISTRATION OF THE DEPARTMENT
REPUBLIC OF KOREA: OF HEALTH AND HUMAN SERVICES OF

THE UNITED STATES OF AMERICA:

Tl koS

By: Hyuck Choi

By: Sharon Smith Holston

Title: Minister for Economic Affairs Title: Deputy Commissioner for External Affairs
Embassy of Korea Food and Drug Administration

Date: OC/TO"'Q/\ a\(P' {9?0(1 Date: o.'/@‘?‘)(/k 2,?' qug

Place: wu% D‘C Place: MV‘ (L(/I MAIA&Z&’VJ
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