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	THE MINISTRY OF HEALTH 
ADMINISTRATION OF SCIENCE TECHNOLOGY AND TRAINING

No.:          / K2ĐT-TNLS
	SOCIALIST REPUBLIC OF VIETNAM
Independence – Freedom - Happiness

Hanoi, day     month    year 20…

	Ref: Sharing safety information in clinical trial of vaccines
	


To: 

· Drug Administration of Vietnam
· Department of Preventive Medicine
· National Institute for Control of Vaccine and Biological
Administration of Science Technology and Training (ASTT) would like to  send to the Departments, the Institutes the information on cases of serious adverse events occurred in clinical trials of vaccines: 
1. Study information 
Study number:
Phase of study:  
Total number of expected subjects: 
Total number of subjects were recruited into the study:   
Total number of subjects used investigational product related with SAEs: 
2. Information of subject who has SAEs
Sex:

Date of birth:

Address:
3. Information of vaccine which was used in the study
Name of vaccine (Brand name):
Batch number:
Expired day: 
Production: 
Sponsor:
Indication:
4. Information of vaccination 
Vaccination establishment: 
Date of injected 
Injection site: 

Symptom: 
Action: 
Results:
5. Conclusion
Cause:
Remark: 
We would like to inform to the Department, the Institute in order to know and steer together. 
	Receivers:
· As above;

· The director of the Department (for reporting);
· NRA office;
· Archive: admin, TNLS (02 copies).
	ON BEHALF OF DIRETOR
DEPUTY DIRECTOR
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