APPLICATION FOR IRB APPROVAL OF RETROSPECTIVE STUDIES

(NOT FOR POSTGRADUATE THESIS OR MEDICAL STUDENT OR ALLIED HEALTH OR NURSING STUDENT PROJECT RELATED)
CHRISTIAN MEDICAL COLLEGE, VELLORE

________________________________________________________________________________________________________________________
1. Title of Research Project:
2.  Acronym, if any: 
3. (i) Is this project related to “Artificial intelligence or Machine Learning”? (Yes/ No/Awaited)
(Note: Projects involving Artificial Intelligence (AI)/Machine Learning (MI) development/utilization will have to submit the ‘AI Checklist’, along with the IRB proposal. Please download the AI checklist from research website. Website link: http://10.13.21.249/Research/IRB_Polices.html
(ii) Is the MoU with the collaborating institutions approved by the:

a. Internal IT committee? Yes/No/Awaited
b. CMC Legal cell? Yes/No/Awaited
(Note: Please attach the approval copy along with the IRB application)
4. 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):
If Post Graduate Registrar:

Enrollment date of PG Course:  mm/yyyy

Completion date of PG Course: mm/yyyy
Contact person for scientific queries if different from Principal investigator
 (Including telephone and fax numbers and email id, employment number):

5. Source/s of Monetary or Material Support*
Internal Fluid Research Grant
:

External



:

Departmental fund 


:

6. Contributions of each of the author/investigators(s):
7. Sites of the study (including departments where the study was done):
8. Brief Summary (in 250 words):
9. 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

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

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:  
12. Avoidance of conflict regarding owner-ship of the data:
13. Name of statisticians involved in the analysis.
14. Informed Consent: (This is relevant for stored samples when used for the study)
15. 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

16. This is to certify that the study has been discussed within the department and that faculty members approve the conduct of this study. 

Approval/Signature of Head of the Department:

(Not necessarily a co-author / co-investigator in this study)
Please list below all additional documents that are being submitted along with this application including all appendices. 
Notes for filling in this form
1. The application is required for Research Committee Approval.

2. Please also read the standard operating procedure of the IRB of CMC Vellore (available from the Research website) for additional guidance on policies and procedures that will be followed at CMC for IRB approval. Site link: http://10.13.21.249/Research/IRB_Polices.html. 
3. Submission procedure
· Project proposal
· Curriculum Vitae of all the investigators
· Signatures of all investigators and the Guide/Head of the Department/Unit need to be obtained. 

· All documents should be submitted in Word/PDF formats. Only the signature page can be sent as a scanned PDF.
· Applications submitted after the due date will not be entertained.
4. Completed application with all supporting documents should be emailed to the research office (research@cmcvellore.ac.in) on or before the submission deadline. 

IMPORTANT
· Clearance for the study will be given only after the ratification in the Silver Institutional Review Board meeting. 

· The Investigators do not need to represent the Silver Institutional Review Board for the presentation.
· Any identifiable data collected for the project must be handed over to the guide or the head of the department (HOD) of the principal investigator upon resignation or completion of the term before clearance. 
· If non-personally identifiable data is to be retained for publication purposes, the HOD's written permission specifying the duration for which such data can be retained must be provided to the Research Office before clearance.
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