	
MINISTRY OF HEALTH
ADMINISTRATION OF SCIENCEM TECHNOLOGY AND TRAINING 
No:                /K2ĐT-TNLS
	SOCIALIST REPUBLIC OF VIETNAM
Independence - Freedom – Happiness
Hanoi, date     month    year 20….

	V/v   Approval for clinical trial dossier
	         


Attention to: [Name of Clinical Site]
Base on Document  no. 03/2012/TT-BYT  dated  02/02/2012  of Minister Health about  “Good Clinical Trials ” and  Decision 799 /QĐ-BYT dated 07/3/2008  of  Minister of Health about " Good Clinical Practise Guidelines"
After reviewing the request from [ study site] about the application of clinical trial reaserch on  [ name of investigational products]. The Administration of Science, Technology & Training have the following opinions: 

Approve to  the principle of preparation,  dossier, protocol [study title], application form [sponsor name] cooperating with clinical site [name of clinical site] and PI  to prepare the sufficient dossier  according to current regulation s about clinical trial submission to the review and approval of MOH before implement. 
Note: Suggest principal investigator  submit dossiers to Ethics  evaluation committee in biomedical research included the soft copy of protocols, Informed Consent Form (ICF) (ICF), Case Report Form (CRF) at email address: iecmoh@gmail.com.
Please be informed for your company’s actions ./.

	Recieve:

· As above;

· Director (to report);

· [Clinical site] (to execute);

· Archive: VT, TNLS (02 bản).
	On the behalf of DIRECTOR
DEPUTY DIRECTOR
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