Format for the annual report of the studies approved by the Institutional Review Board
Christian Medical College Vellore
1. Title of Research Project:

2. IRB approval: (provide IRB approval number, date and the CMC Account Number)
3. Design: Interventional trial / Study on Diagnostic Test Accuracy / Case Control Study / Cohort Study / Cross Sectional Study / Other (delete those that are not applicable).
4. Clinical Trial Registry- India (CTRI) Registration Number: (if applicable)
5. Other secondary trial IDs if any: (e.g.: registration number of other trial registers; UTRN, Sponsors identification numbers, Grant Number, etc.) 
6. Name, Designation and Department of Principal Investigator and Address for communication:
7. Name of Guide (for Post-Graduates) and Address for communication:
8. Name and Designation of Co-Investigator (s) and Address

9. Aims, Objectives and scope of research: 

10.  Study start date:


11. Estimated study duration:




12.  Participant Enrollment Status:
	  
	N
	Remarks

	Target 
	 
	

	Enrolled
	
	

	Active 
	 
	

	Completed
	 
	

	Serious Adverse Event (SAEs)/Adverse Event
	 
	


13. Summary of the work done to date: 

14. Protocol deviations: (Report deviations from the study protocol with reasons)
15. Serious Adverse Event (SAEs)/Adverse Event: (All important adverse events or side effects recorded so far)
16. Special concerns: (are there any concerns such as low recruitment rates, difficulties with standardising procedures or tests, safety issues, or other problems that are likely to impede research?). 

17. Statement of accounts:  
18. Was there any other support for this research? If yes, state the amount received.

19. Additional sanction sought from institutional funds:
20. Signature of Principal Investigator:
21. Signature of Guide / Head of the Dept or Unit (If applicable)
Important note:   
· The Institutional Review Board expects to be periodically informed of the study's progress. For projects less than one year, a final report must be submitted at the end of the project. For projects of more than a year, the annual report must be submitted at the end of every 12 months using the reporting template. In addition, a final report needs to be provided at the end of the project. The filled form may please be mailed to the Office of Research research@cmcvellore.ac.in.

· The Institutional Ethics Committee expects to be informed about any adverse events occurring in the course of the project, any amendments in the protocol, patient information or informed consent. On completion of the study, you are expected to submit a copy of the final report. Respective forms can be downloaded from the following link:

CMC intranet: http://10.13.21.249/Research/IRB_Polices.html

CMC website: https://www.cmch-vellore.edu/SITES/research/IRB_Polices.html.
