	ADMINSTRATION OF SCIENCE, TECHNOLOGY AND TRAINING
	PROCESS OF 
	Code: QT.TNLS.12

	
	Consideration proposal to import biological product, equipments and devices for Clinical Trial                                                                          
	Revision: 01

	
	
	Date of issuance: 31/12/2014



	MINISTRY OF HEALTH
ADMINISTRATION OF SCIENCE, TECHNOLOGY AND TRAINING
PROCESS OF 
Consideration proposal to import biological product, equipments and devices for Clinical Trial 

Code: QT.TNLS.12
Revision: 01

Date of issuance: 31/12/2014
Responsibility

Prepared by

Reviewed by

Approved by

Full name

Hoàng Hoa Sơn

Nguyễn Ngô Quang

Nguyễn Công Khẩn

Signature

Position

Head of Division
Deputy Director

Director




AMENDMENT RECORDS

	Required amendment/supplement
	Relevant Page/Section 
	Description of changes
	Revision / Amendment No.
	Date of issuance


	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


1. PURPOSE
Describe the operating steps for requesting import of biological products, equipments, devices for purpose of clinical research. 
2. SCOPE
Apply for operation of requests of importing biological products, equipments, devices for purpose of clinical research at Adminstration of Science Technology and Training 
3. REFERENCE
- Circular No. 03/2012 / TT-BYT dated 02/02/2012 of the Minister of Health
"Guidelines on clinical drug trials."

- Decision No. 799 / QD-BYT dated 07/3/2008 of the Minister of Health
"Good Practice Guidance on clinical drug trials."

- Circular # 47/2010/TT-BYT dated Dec 29, 2010 Guiding the export, import of medicines and packaging in direct contact with medicines 

4. DEFINITION/ TERMINOLOGY AND ABBREVIATIONS

- CT: Clinical Trial

- CT Division: Clinical trial and Product research management Division.

- ASTT: Adminsitration of Science Technology and Training

- NK SP, TTB, DC: importing biological products, equipments, devices. 
5. CONTENTS
5.1. Process flowchart

	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.12.01

BM.TNLS.12.02
	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. Describe the process of implementation:

5.2.1. Receive: 

After receiving application letter requesting for importing biological products, equipments, devices for CT, the clerical document is entered into the administration software of ASTT then transferred to the responsible leaders 5.2.2. Allocate:

· Adminstration Leader allocates to CT Divison.

· CT Division Leader allocates to specialist.

5.2.3. Handling: 

Allocated specialist:
·  Check official letter, compare to study protocol.

· Compose approval or not-approval letter for requesting to import biological products, equipments, devices to represent to CT Division Leader (BM.TNLS.12.01; BM.TNLS.12.02). 

5.2.4 Check, repair official letter:

- Leaders of CT Division check letter and dossier, repair official letter for specialist complete (if necessary).

- Leaders of CT Division initial letter before submit to the Administration leaders for approval.

5.2.5. Approval official letter:

- Administration Leader reviewed official letter and submitted dossier, approving the official letter reply sponsor.

5.2.6. Issue number, stamp::

The clerical staff issues the approval number, stamp and send to the sponsor.

6.  DOSSIER
- Dossiers include :

+ Official letter requesting for importing biological products, equipments and devices for clinical trial purpose.

+ Official letter agreeing to import biological products, equipments and devices for clinical trial purpose.

(or Official letter disagreeing to request of importing biological products, equipments and devices for clinical trial purpose).

- Archiving location, time.

+ 01 year at CT Division
+ 03 following years at ASTT
+ Permanent at Ministry of Health Archive.

7. APPENDIX

- BM.TNLS.12.01: The  approval letter template to import biological products, equipments and devices for clinical trial purpose.

- BM.TNLS.12.02: The not approval letter template to import biological products, equipments and devices for clinical trial purpose.
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