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1. PURPOSE
Describe steps of considering the proposed clinical trial of drugs. 
2. SCOPE
Apply to activities of Clinical Trial Research and products, the administration of science, technology. 

3. REFERENCE

- Circular No 03/2012/TT-BYT dated 02/02/2012 of Minister of Health about “Clinical Trial Guidelines”.

- Decision No.  799 /2008/QĐ-BYT dated 07/3/2008 of Minister of Health about

"Good Clinical Practice Guidelines".

4. DEFINITIONS/ TERMINOLOGY AND ABBREVIATIONS
- CT: Clinical Trial.

- CT Division: Clinical Trial Management and Products Division
- CRU: Clinical research unit

 - IB: Investigator’s Brochure
- CRO: Contract Research Organization. 

5. CONTENT 
5.1. Process flowchart of the review of clinical trial research application:
	Step
	Responsibly
	Process
	Description/
template
	Period

	1. 
	Filing clerk 
	
	5.2.1


	1 day

	2. 
	Administration leader


	

	5.2.2

	1 day

	3. 
	Division leader
	
	5.2.2
	1 day

	4. 
	Specialist 
	
	5.2.3

BM.TNLS.05.01

BM.TNLS.05.02
	2 days

	5. 
	Division leader
	
	5.2.4
	1 day

	6. 
	Administration leader


	
	5.2.4
	1 day

	7. 
	Filing clerk 
	
	5.2.5
	1 day


 5.2. Process Description:

5.2.1. Receipt of dossier: 

Upon the receipt of application dossiers for clinical trial research, Filing Clerk gets access to the Filing Management of the Administration to send them to the Administration leaders.

5.2.2 Assignment:
Administration leader assigns CT Division review 
The Administration leader distributes to the specialists review 
5.2.3 Application review: 

- Specialists review documents relating to the CT period submitted.
+ Dossier-related products (circulation license for licensed products in circulation; IB for the unlicensed circulation).

 + Check qualification of CRU according to the criteria proposed in QT.TNLS.14.
- If approved the application on clinical trials, prepare the written responses to sponsor according to BM.TNLS.05.01
- If you do not accept the application of clinical trials, prepare the written responses to sponsor according to BM.TNLS.05.02.
- Submit Administration Leader to approved the written responses.

5.2.4 Check, review and approve the written responses to sponsors:
D Administration Leadership reviewed the application submission.
+ If do not agree with the proposals of specialists, request the specialists to review and resubmit.
+ If agree with the proposals of specialists, approve in written documents to sponsors

5.2.5. Issuing the Reference number, stamping:

The filing clerk issues the reference number, stamp and send to the sponsors 
6. DOSSIER
- Components:
+ Application form and dossier for clinical trial research.
+ The checklist of CT application dossier.
+ Written responses to sponsors.

- Archiving place & period:
+ 01 year at CT Division.
+ 03 successive years in the ASTT 

+ The following period at the storage of MOH 
7. APPENDIX
- BM.TNLS.05.01: The checklist of CT application dossier.

- BM.TNLS.05.02: Approval for Clinical Trial.

- BM.TNLS.05.03: Unapproved for Clinical Trial 
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