	MINISTRY OF HEALTH


	
	SOCIALIST REPUBLIC OF VIETNAM
Independence – Freedom - Happiness

	No.:               /QĐ-BYT
	
	Hanoi, date     month      year 20….


DECISION
On approval of clinical trial protocol

MINISTER OF HEALTH

Pursuant to Decree No. 63/2012/NĐ-CP dated on 31 Aug 2012 of Government on function, tasks, power and organization structure of Ministry of Health;


Pursuant to Decision No.1915/QĐ-BYT dated on 02nd Jun 2014 of Minister of Health about changing, adding members of Independent Ethics Committee of Ministry of Health for the term of 2012-2017;

Pursuant to Decision no. 460/QĐ-BYT dated on 16th Feb 2012 of Minister of Health on promulgating Policy on operation and organization of Independent Ethics Committee – Ministry of Health in term 2012-2017;


Based on meeting minute No.     /BB-BĐGĐĐ dated on     /    /20….  of Independent Ethics Committee – Ministry of Health,

On reviewing suggestion of  Director Administration of Science Technology and Training, Ministry of Health,

DECISION

Article 1. Approves of clinical trial protocol: 

1. Code of Study:

2. Study name: 

3. Study phase: 

4. Principal Investigator: 

5. Institution in charge:
6. Sponsor: 

7. Investigational site: 

8. Study subject: 

9. Expected number of study subject: 
10.  Study duration: From month …./20….  to  …./20….
11.  Estimated budget: …………………VNĐ
12.  Budget source:

Article 2. Institution in charge has responsibility to steer, support and supervise Principal Investigator to conduct study in accordance with study objectives which were approved by Independent Ethics Committee – Ministry of Health, completely ensure subject safety, report result periodically to   study management agency. Institution Director and Principal Investigator has responsibility to comply with all country regulation on science technology, receiving aid, finance expense and Good Clinical Practice (GCP) guidance.


Điều 3. This Decision becomes effective from signing date.


Điều 4. Director of Administration of Science Technology and Training, Director of Planning – Finance Department, Director of Insitution in charge, Principal Investigator and sponsor has responsibility to fulfil this Decision.

	Receiver:
- As Article 4;
- Minister (to report);
- Health Department of Health (province)… (to cooperate);
- Archiving: VT, K2ĐT (02).
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