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	Form for Initial Review by IEC

Government Medical College Hosptial, Chandigarh
EC Ref. No.(for office use):     


	Title of study
	

	Primary objective
	

	Population to be studied
	· Healthy volunteers

· Patients

· Vulnerable group
· Others ___________

	Vulnerable group of patients
	· Children (age <18 years) 

· Pregnant women

· Lactating women
· Differently abled

· Prisoners

· Students/nurses/staff

· Terminally ill

· Any other group _________

	Intervention/exposure
	

	Control/Standard
	

	Primary outcome
	

	Secondary outcomes
	

	Study design
	

	Start date of study
	· RCT 

· Cohort
· Case-control

· Cross-sectional

· Diagnostic test assessment

· Other _______________

	Subject recruitment
	· Prospective 

· Retrospective

	Target sample size
	

	Is this a drug/device/vaccine/procedure trial?
	

	If the answer to the above question is “Yes”, does it need DCGI approval?
	

	Which biological material will be used in the study?
	

	Is the study funded by a foreign organization? If yes, enclose HMSC clearance. 
	

	Will biological samples be sent abroad? 
	

	Are there any participant recruitment fees/ incentives for the study provided to the PI/ Institution? 
	

	Are there any anticipated physical/social /psychological discomforts/ risk to participants?

(For categories of risk refer to National Ethical Guidelines for Biomedical & Health Research Involving Human Participants 2017. Page 6 in Table 2.1)
	· No

· Less than minimal risk

· Minimal risk

· Minor increase over minimal risk or Low Risk  
· More than Minimal Risk or High Risk

	Are Adverse Events expected in the study?  
	· No

· Yes

	If yes, what are reporting procedures and management strategies?        
	

	Lay summary of the proposal for non-medical  members of the IEC (maximum 200 words):




	DECLARATION (Please tick as applicable)
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	I/We certify that the information provided in this application is complete and correct.

	[image: image3.wmf]
	I/We confirm that all investigators have approved the submitted version of proposal/related documents.
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	I/We confirm that this study will be conducted in accordance with the latest ICMR National Ethical Guidelines for Biomedical and Health Research involving Human Participants and other applicable regulations and guidelines including responsible.
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	I/We confirm that this study will be conducted in accordance with the Drugs and Cosmetics Act 1940 and its Rules 1945 as amended from time to time, GCP guidelines and other applicable regulations and guidelines.
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	I/We will comply with all policies and guidelines of the institute and affiliated/collaborating institutions where this study will be conducted.
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	I/We will ensure that personnel performing this study are qualified, appropriately trained and will adhere to the provisions of the EC approved protocol. 
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	I/We declare that the expenditure in case of injury related to the study will be taken care of.
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	If applicable, I/We confirm that an undertaking of what will be done with the leftover samples is provided, if applicable.
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	I/We confirm that we shall submit any protocol amendments, adverse events report, significant deviations from protocols, progress reports (if required) and a final report and also participate in any audit of the study if needed. 
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	I/We confirm that we will maintain accurate and complete records of all aspects of the study.
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	I/We will protect the privacy of participants and assure safety and confidentiality of study data and biological samples.

	[image: image13.wmf]
	I/We hereby declare that I/any of the investigators, researchers and/or close relative(s), have no conflict of interest (Financial/Non-Financial) with the sponsor(s) and outcome of study.
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	I/We have the following conflict of interest (PI/Co-PI):

1.                                 
2.      
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	I/We declare/confirm that all necessary government approvals will be obtained as per requirements wherever applicable. 

	Name of PI:  
        Signature:  ___________________
Name of Co-PI:             Signature:  ___________________ 

Name of Co-PI:             Signature:  ___________________

Name of Co-PI:             Signature:  ___________________

Name of Co-PI:             Signature:  ___________________
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