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NOTIFICATION

The following notification is being circulated in accordance with Article 10.4.

1. Party to Agreement notifying: REPUBLIC OF KOREA

2. Agency responsible: Ministry of Health and Social Affairs

3. Notified under Article 2.5.2 [X], 2.6.1 [ ], 7.3.2 [ ], 7.4.1 [ ], other:

4. Products covered (HS or CCCN where applicable, otherwise national tariff heading.
ICS numbers may be provided in addition, where applicable):

HS 3001, 3002, 3003, 3004

5. Title and number of pages of the notified document: Revision of Good Clinical Practice

6. Description of content: In order to regulate matters on clinical studies of investigational
drugs,

- define the roles of institutional review board, investigators and sponsors;
- make provisions on trial subjects, inspection and control of study

products.

7. Objective and rationale: To improve people's health

8. Relevant documents: Korean Government's Official Gazette No. 12791 dated
16 August 1994

9. Proposed date of adoption and entry into force: August 1995

10. Final date for comments: 17 November 1994

11. Texts available from: National enquiry point [ ]or address and telefax number of other
body:

Ministry of Health & Social Affairs,
1 Jungang-dong, Kwachon, Kyunggi-do,
427-760 Republic of Korea
Fax: 02-504-1456


