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	Protocol Number

	

	Date of BoMRA approval  

	

	Date of Ethics Committee approval

	

	Name of Principal Investigator

	

	Name of Co-Investigator  

	

	


	Date of Study initiation:

	

	Date of enrollment of first patient:

	

	Total number of patients screened:

	

	Total number of patients enrolled till date:

	

	Number of Patients withdrawn from the study. 
Reasons? 
(a. By the investigator; 
b. Voluntary; 
c. Due to SAE; 
d. Loss to follow-up; 
e. Other)

	

	Number of patients lost to follow up:

	

	Total number of patients completed the study:

	

	Date of last visit of the last patient:

	

	Number of Protocol Deviations reported:

	

	Serious Adverse Event reported from the site ( if any) with details of Casualty assessment of PI & sponsor,  Subject ID, Date of SAE:   
	



	Adverse Event reported from the site ( if any) with details of Subject ID, Date of AE:   
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