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1. PURPOSE
Description steps in clinical trial complaint handling procedure to:

· Ensure complaint handling in clinical trial is compliant to regulatory for clinical trial.

· Involved parties can apply in clinical trials in Vietnam.  

2. SCOPE
Apply for complaint handling involved clinical trial  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. 799/2008/QD-BYT dated 07/3/2008 of the Minister of Health
"Good Practice Guidance on clinical drug trials."

4. DEFINITION/ TERMINOLOGY AND ABBREVIATIONS

- IRB: Institutional review board

- GCP: Good clinical practice

- SOP: Standard operating procedure

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

- ASTT: Adminsitration of Science Technology and Training

5. CONTENTS
5.1. Flow chart of clinical trial complaint handling procedure:
	Responsibility
	Flow chart of conducting procedure
	Description/Forms

	Filing clerk 
	
	5.2.1



	Administration leader
	
	5.2.1

	Division leader
	
	5.2.1

	Specialists 
	
	5.2.2

BM.TNLS.10.01

5.2.3

	Specialists
	
	5.2.4
BM.TNLS.10.02



	Division leader
	
	5.2.5

	Administration leader
	
	5.2.6

	Filing clerk 
	
	5.2.7


 5.2. Description of flow chart of complaint handling 

5.2.1. Receive and allocate: 

After receiving complaints documents about clinical trial, the clerical document is entered into the administration software of ASTT then transferred to the Adminstration leaders.
· Adminstration Leader allocates to CT Divison.

· CT Division Leader allocates to specialist.

5.2.2. Complaint content review 

Responsible officer reviews all complaint documents, discuss  with complaint sender, discuss with involved units.

5.2.3. Handling of situations involved complaint

Send official letter to involved organization for explanation.

If necessary, organize inspector group to study field to review the accuracy of complaint, (require inspection minute as inspection procedure form)

Organize a meeting which includes head and officers of Administration of Science, Technology and Training to discuss and come to appropriate solution (require meeting minute).
5.2.4. Issuing of response official letter to organization/individual complaint
Officer in charge of response official letter to complaint organization/individual

Head of Administration review and sign response official letter

Officer in charge send official letter on necessary action to responsible organization to solve complaints. 
5.2.5. 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.

5.2.6. Approval official letter:

- Administration Leader reviewed official letter and submitted dossier, approving the official letter reply complaint organization/individual.

5.2.7. Issue number, stamp::

The clerical staff issues the approval number, stamp and send to the complaint organization/individual.

6. DOSSIER
- Dossiers include:

+ Official letter/complaint letter
+ The  meeting minute on review of clinical trial complaint (if any)
+ Complaint handling letter

- Archiving location, time.

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

7. APPENDIX

- BM.TNLS.10.01:  Meeting minute on review of clinical trial complaint 

- BM.TNLS.10.02: Official letter reply the complaint.
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