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1. PURPOSES

Describe the procedure on Consideration proposal to export patient’s samples for clinical research                         

2. SCOPE

Apply for the activies of handling the request of exporting patient’s samples for clinical trial at Administration of Science Technology and Training. 
3. REFERENCE
Not applicable. 
4. DEFINITION/ TERMINOLOGY AND ABBREVIATIONS

- CT: Clinical Trial

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

- ASTT: Adminsitration of Science Technology and Training

- EX: Export/exportation.
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.13.01

BM.TNLS.13.02
	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 the application letter for exporting of patient’s sample for clinical trial, the clerical document is entered into the administration software of ASTT then transferred to the responsible leaders. 
5.2.2. Allocation:

· 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 exporting of patient’s sample for clinical trial to represent to CT Division Leader (BM.TNLS.13.01; BM.TNLS.13.02). 

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 hospital/institute.

5.2.6. Issue number, stamp::

The clerical staff issues the approval number, stamp and send to the hospital/institute.

6. DOSSIER
- The dossier includes:

+ The application letter for exporting the patient’s samples for clinical trial. 
+ The approval/rejection letter for exporting the patient’s samples for clinical trial.
- Archiving location, time.

+ 01 year at CT Division

+ 03 following years at ASTT

+ Permanent at Ministry of Health Archive.

7. APPENDIX

- BM.TNLS.13.01: The approved official letter to export patient’s samples for clinical trial. 

- BM.TNLS.13.02: The unapproved official letter template to export patient’s samples for clinical trial.
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