SITEINDEX s EN E ENT AND PLIAN Es

Korea Exchange of Letter on Data Protection
EXECUTIVE OFFICE OF THE PRESIDENT
OFFICE OF THE UNITED STATES TRADE REPRESENTATIVE
WASHINGTON, D.C. 20508

March 12, 2002

Mr. Park Sang-Ki

Director General

Bilateral Trade Bureau

Mini try of Foreign Affair and Trade

Seoul, Korea

Dear Director General Park:

Thi following i the under tanding of the U.S. Government regarding Government of Korea' po ition on data
protection i ue :

The Government of Korea i committed to being in full compliance with it obligation under Article 39.3 of the
WTO Agreement on Trade-Related A pect of Intellectual Property Right (TRIPS).

Effective February 11, 1999, through a new provi ion in Article 5, paragraph 11, of the Pharmaceutical Safety and
Efficacy Review Regulation, the Government of Korea en ure the protection of undi clo ed te t or other data

ubmitted to the Government of Korea again t unfair commercial u e. The legal effect of thi amendment to
Article 5i a follow :

- Thi protection applie to all new pharmaceutical chemical product for which undi clo ed information mu t be
ubmitted a a condition for obtaining marketing approval.

- Thati , a ub equent applicant cannot rely on pharmaceutical te t data ubmitted by other for a period of the
ix year , counted from the date of marketing approval of the new drug, unle the ub equent applicant ha
obtained permi ion of the original applicant or original developer.

- During the ix-year period, a ub equent applicant mu t ubmit a full do ier for marketing approval. The data

ubmitted by the ub equent applicant mu t meet the ame criteria for approval a applied again t the data of
the original applicant. After the ix-year period, the ub equent applicanti only required to ubmit the
bioequivalence te t data.

- The amendment of the Mini terial Regulation of the Pharmaceutical Affair Act went into effect on January 1,
1995, and applie to all data ubmitted on or after that date.

Under the Agrochemical Management Act, the Government of Korea provide the ame protection for agricultural
chemical product a de cribed above for pharmaceutical product , except that ub equent applicant are denied
the po ibility to rely on the te t data ubmitted by other until fifteen year have pa ed ince the approval of
the original product.

Under Article 127 of the Korea Penal Code, public official or former public official who have di clo ed legally
confidential information that wa obtained during the cour e of their dutie are ubject to penal ervitude or s
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imprisonmen or p o years, or s spension o q aliica ions or p o ive years.

Under Aricle 2 0 he Kogea S a e compensa ion La he Governmen o Korea is liable or dama esi p blic
o icials in rin es rade secre s and ca ses loss ei her in en ionally or hro hne li ence.
I

Aricle 72-9 0 he Pharmace ical A airs ha he KFDA Commissioner may make p blic ndisclosed da a nder
circ ms ances erei is necessary o proec hep blicin eres and ha is consis en h and no broader ha
Ar icle 39.3 0 he TRIPS A reemen . A similar provision exis s in Ar icle 27 o he A rochemical Mana emen Ac.

h i
I Id apprecia e yo r conirmaion ha he U.S. nders andin o he Governmen o Korea's posi ion is
acc ra e.

Sioncerely,

[Si na re]

Barbara Weisel

Dep vy Assis an U.S. Trade Represen a ive

For Bila eral Asian A airs

MINISTRY OF FOREIGN AFFAIRS AND TRADE
REPUBLIC OF KOREA

March 13, 2002

Ms. Barbara Weisel

Dep vy Assis an USTR or Bila eral Asian A airs
Ofice o he Uni ed S a es Trade Represen a ive
600 17 h S ree , NW

Washin on, D. C. 20508

U.S.A.

Dear Ms. Weisel:

Thisle eris oconirm ha he descrip ion andin erpre aiono Koreanla andre laionsse orhinyo r
le er da es March 12, 2002 is acc ra e.

Sincerely yo rs,
Park San -Ki
Direc or General

Bila eral Trade B rea

TANC offers these agreements electronically as a public service for general reference. Every effort has been made to
ensure that the text presented is complete and accurate. However, copies needed for legal purposes should be
obtained from official archives maintained by the appropriate agency. g



