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1. PURPOSE
This procedure defines a consistent method in receiving and processing application for clinical trial. Ensure to implement in accordance with regulation on receiving, evaluating and processing clinical trial.
2. SCOPE
All specialists/ stafves who are delegated to participate in activities of receiving and processing clinical trial dossier.
3. REFERENCES
· Circular no. 03/2012/TT-BYT dated 02 Feb 2012 of Minister of Health on clinical trial guidance.

4. DEFINITION/ TERMINOLOGY AND ABBREVIATIONS
· IRB: Institutional Review Board

· GCP: Good Clinical Practice

· SOP: Standard Operation Procedure
· CT Division: Clinical Trial and product research management Division.
· ASTT: Administration of Science Technology and Training

· K2ĐT: Abbreviation of Administration of Science Technology and Training

5. CONTENT
5.1 Procedure flowchart
	Person in charge 
	Process 
	Reference, form 
	Run time

	Filing clerk 
	
	5.2.1


	01 day

	Head of administration

	

	5.2.2

- Form  BM.TNLS.07
	01 day

	Specialist in charge

	

	5.2.2

- Form BM.TNLS.07
	01 day

	Specialist in charge
	
	5.2 .3


	03 day

	Specialist in charge
	


	5.2.4
	01 day

	Administration leaders
	
	5.2.5
	02 ngày

	Administration filing cleck
	
	5.2.1


	01 ngày

	Leader of Ministry
	
	5.2.5
	02 ngày

	Filing clerk 
	
	5.2.1


	01 ngày


5.2. Flowchart Description
5.2.1. Receiving
Application for clinical trial certification is received by filing clerk of the Administration.

Administration filing clerks enter to filing software and send application to Administration leader

5.2.2 Assignment

Administration leader assigns stafves to process application.

5.2.3. Dossier checking

· Staves in charge is responsible for validity of the application following criteria below:

1. Application dossier of investigator/ institution in charge 

2. Appraisal record of local ethic committee in biomedical research

3. Appraisal record of ethic committee in biomedical research in Ministry of Health

· If the dossier is adequate, regular, specialist in charge will follow up the response of investigator on comment of  local and ministry of health ethics committee, if  not, specialist in charge will prepare official letter requesting for dossier supplementation to principal investigator/ institution.

1. Accept and reponse comments of local ethics committee

2. Accept and reponse comments of Independent Ethics Committee – Ministry of Health

· If all comments of local ethics committee and Independent Ethics Committee – Ministry of Health are accepted and explained adaquately, specialist in charge will prepare certificate. If not, the specialist in charge will give comment on official letter. Maximum time for certificate preparation/request letter for opinion of local ethics committee and ethics committee-Ministry of Health is 3 days. 

5.2.4. Sign request letter and initially draft written letter
- Department manager sign in the request letter and sign initial in the draft written letter based on clinical trial application.
5.2.5. Submit Decision for signature
Filing clerk provide number for Decision and submit to Leader of Ministry. Maximum time to submit to Leader of Ministry is 01 day. 

5.2.6. Copy and archive
Filing clerk of Administration receive dossier which is returned from Leader of Ministry, submit to Administration leader. Copy and send decision as in regulation.

6. DOSSIER
- Application dossier of Principle Investigator.
- Evaluation dossier of local ethics committee
- Evaluation dossier of Independent Ethics committee – Ministry of Health.

7. APPENDIX
- BM.TNLS.07.01: Request form for approval of clinical trial
 protocol
- BM.TNLS.07.02: Decision form on approval of clinical trial
 protocol
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