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1. PURPOSE
Describe the steps for evaluation of registration dossier for operation of supporting Clinical Research Organization. 
2. SCOPE
Applying at Administration of Science Technology and Training for registration dossier for operation of supporting Clinical Research Organization 
3. REFERENCE
Circular No. 08/2014/TT-BYT dated 26 Apr 2014 made by Minister of Health on regulating on research Ssupport activities for clinical trials in Vietnam.
4. DEFINITION / TERMINOLOGY AND ABBREVIATIONS 

-  ASTT: Administration of Science Technology and Training.

- CT: Clinical Trial.
- CT Division: Division of Management of Clinical Trial and Products Research

- CRO: Contract Research Organization.
5. CONTENT
5.1 Flowchart of procedure for evalutation registration dossier for activities of CRO: 
	Step No.
	Responsible by
	Flow chart
	Description/Form
	Duration

	1. 
	CRO
	

	

	

	2. 
	Clerical deparmtent of Administration
	
	     5.2.1


	1 day

	3. 
	Leader of Administration
	

	    5.2.2


	1 day

	4. 
	Leader of Division
	
	   5.2.2
	

	5. 
	Specialist
	                                                                         (-                                                                             


(+)
	   5.2.3

   BM.TNLS.18.01
	15 days

	6. 
	Leader of Division
	
	   5.2.4

  BM.TNLS.18.02

  BM.TNLS.18.03
	2 days

	7. 
	Leader of Administration
	

	  5.2.4

  BM.TNLS.18.02

  BM.TNLS.18.03
	3 days


(+) Satisfied dossier; (-) Unsatisfied dossier
5.2 Describing the steps of procedure for implementation:
5.2.1. Receiving dossier: 
After receiving application dossier regarding to provide activities code, clerical staff of Administration enter data in the management software of Administration and transfer dossier to Administration Leader.  
5.2.2. Delegating:

- Administration Leader delegate to specialist of Product and Clinical Trial Department. 
- Administration Leader assign specialist to handle dossier. 
5.2.3. Evaluation dossier:

Specialist who is assigned to handle dossier:  
- Checking the completeness of dossier according to checklist (BM.TNLS.18.01)

+ If dossier is insufficient, the official written will be issued to request CRO to account for it or supplement in accordance with BM.TNLS.18.02.

+ If dossier is sufficient, the approval written will be issued for registration dossier for activities of CRO according to BM.TNLS.18.03.
5.2.4. Validating approval written for activities of CRO: 
Administration Leader review and validate approval written for registration dossier for activitites of CRO or official written requesting to supplement registration dossier for activities of CRO. 
6. DOSSIER
- Dossier composition:

+ Registration dossier for activities of CRO. 
- Archiving location and duration
+ 01 year at Product and Clinical Trial Department 

+ Next 03 years at K2ĐT

+ Permanent at Ministry of Health
7. APPENDIX
- BM.TNLS.18.01: Checklist of registration dossier for activities of CRO 
- BM.TNLS.18.02: Office letter requesting to supplement registration dossier for activities of CRO
- BM.TNLS.18.03: Approval written for activities of CRO 
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