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Annexure 30

APPLICATION FOR IRB APPROVAL OF RETROSPECTIVE STUDIES

(NOT FOR POSTGRADUATE THESIS OR MEDICAL STUDENT OR ALLIED HEALTH OR NURSING STUDENT PROJECT RELATED)

1.       
Title of Research Project: 
2.       
Acronym, if any: 
3.        
Name and Designation of Principal Investigator (s) / Co investigator(s) / Co -author (s) 

Address for communication (including telephone and fax numbers and email ID, employment number):
Contact person for scientific queries if different from Principal investigator
 (Including telephone and fax numbers and email id, employment number): 
4.        
Source/s of Monetary or Material Support
Internal Research Grant

: 
External



: 
Departmental fund 


: 
5.    
Contributions of each of the author/investigators(s):
	Author(s) name
	Research and study design
	Data collection & analysis
	Laboratory analysis
	Interpretation and conclusion
	Preparation of manuscript
	Review of manuscript
	Guide and critical revision

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


6.          Sites of the study (including departments where the study was done):
7.         
Brief Summary (in 250 words):
8.         
Provide the date range of the chart review: (if this is a retrospective chart review, the end date should antedate the IRB submission date):  mm/dd/yyyy to mm/dd/yyyy.
The IRB application should be made when the study is started, rather than when it is 

Completed
9.     
Objectives of the study: (Primary endpoints of study, listed and numbered individually)
10.        Confidentiality of data:
a) Describe how data (both paper and electronic) will be stored to safeguard

confidentiality (e.g. in a locked cabinet, password protected computer):  
b) Specify as to who will have access to harvested patient data:  
c) Clarify as to how harvested patient data will be stored and how it will be destroyed when no longer needed: 
11.       Avoidance of conflict regarding owner-ship of the data:
12.       Informed Consent: (This is relevant for stored samples when used for the study) 
13.       Signature of Principal Investigator(s) /Co investigator(s) / Co-author(s):  
I/We give my/our consent to be a Co-Investigator and provide my/our expertise to the project. I/We have approved this version of the protocol and have contributed substantially to its development. This study is purely retrospective without any prospective component. It does not involve analysis of novel therapy.

 
Name                                      Department                                       Signature                           Date
14. Approval of Head of the Department:

(Not necessarily a coauthor / co investigator in this study)
Please list below all additional documents that are being submitted along with this application including all appendices. 
1. CVs of all investigators
Notes for filling in this form
1. The application is required for Institutional Review Board (IRB) Approval.

2. Submission procedure
· Project proposal 

· Curriculum Vitae(s) 

· Signatures by all investigators and the Guide/Head of the Department
· Completed application with all supporting documents (Hard and Soft copy) should be submitted to:
IRB Secretariat
Administrative Block
Christian Institute Of Health Sciences and Research.

4th Mile, P.B No. 31, P.O. ARTC, Dimapur, Nagaland, India- 797115.

E-mail: irb@cihsr.ac.in.      

Tel: 03862-242555
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