Declaration by the Principal Investigator and the Co Investigators
We hereby declare that we have read and understood the Standard Operating Procedures (SOP) of the Institutional Ethics Committee (IEC) and shall comply with its provisions. We affirm that the study being submitted for review by the IEC has not started and no data has been collected nor participants recruited. We affirm that the proposed study will be undertaken only after collecting the IEC certificate and completion of any recommended registrations and clearances. We understand that the IEC has the right to monitor the study and agree to abide by the directives of the IEC. We understand that the study approval is for the period mentioned and the sample size mentioned. We undertake to provide a copy of the Participant Information Sheet and signed Informed Consent form to the Participant. We undertake to inform the IEC in the event of any of the following

1. Change in study period / premature termination of study/ increase in sample size
2. Change in the investigators

3. Change / amendment / deviation in protocol

4. Occurrence of all Adverse Events

5. Occurrence of Serious Adverse Events within 24hrs of actual occurrence 

6. Annual progress report

7. Completion / closure report

8. Conference presentations / paper publication
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Date : 
Place :
