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Serial No. of IEC Office:___________________________              Date: 
	Title of the Research Proposal
	

	1
	Details of Principal Investigator

	1.a
	Name of Principal Investigator
	

	1.b
	Basic Qualification
	

	1.c
	Designation
	

	1.d
	Department
	

	1.e
	Address of Communication
	

	1.f
	Phone numbers
	

	1.g
	Email
	

	2
	Details of Guide / Co-investigator 

	 2.a
	Name of Guide / Co-investigator
	

	2.b
	Qualification
	

	2.c
	Designation
	

	2.d
	Department
	

	2.e
	Address of Communication
	

	2.f
	Phone numbers
	

	2.g
	Email
	

	3.a
	Name of the department(s) where research is proposed to be carried out
	

	3.b
	Name of the department(s) that would collaborate in the project.
	

	3.c
	Name of outside institution(s) that would collaborate in the study.
	


3.    Type of Study 


⁭ Epidemiological 

⁭ Basic Medical Sciences 
⁭ Clinical Study 

⁭ Clinical Trial 

3.a  If Clinical trial, is the study associated with the use of

⁭Drugs 
⁭ Vaccines 
⁭ Devices 
⁭ Herbal Remedies 
⁭ Others 

3.b  Name of the product to be used

	


3.c   Is the product approved for human use

⁭World wide

⁭ India 


⁭ Other countries / agencies  (please Specify…………..

3.d  Does the study involve change in use, dosage or route of administration

Yes ⁭ 

No⁭
3.e  If yes, whether any regulatory authority permission has been obtained
Yes ⁭

No⁭
3.f   Is it an investigational new drug? If yes, attach the investigatior brochure, preclinical and clinical data if any available.

Yes ⁭ 

No ⁭
3.g  Phase of Clinical Study

⁭Phase I 
⁭ Phase II 
⁭ Phase III 
⁭ Phase IV 
⁭ N/A 

3.h  Mode of Study

⁭Single Center
⁭  Multi Center 

4.a  Budget for study  

⁭Sponsored 

⁭ Self 

4.b  If sponsored, please attach details of sponsorship
5. Details of the proposed study

5.a Brief description of the proposal-aim(s) and objectives, justification for study, methodology describing the potential risks and benefits, outcome measures, statistical analysis and whether it is of national significance with rationale (Postgraduates: attach the copy of synopsis; Others: Attach a separate sheet with maximum 500 words) 
5.b  Subject selection and participation

	Number of subjects
	

	Duration of study
	

	Subject selection
	⁭ Random       ⁭ Criteria based

⁭ Volunteer     ⁭ Patient

	Vulnerable subjects

⁭  Yes  
⁭  No 


	⁭ Pregnant women     ⁭ Children

⁭ elderly                         ⁭ Fetus    

⁭ illiterate                      ⁭ Terminally ill   
⁭Economically backward

⁭ Any Other 

	Special Groups subjects
⁭  Yes  
⁭  No 
	⁭ Captives                      ⁭ Institutionalized

⁭ Employees                 ⁭ Students

⁭ Doctors/nurses/paramedics

⁭ Any other   

	Inclusion Criteria:


	Exclusion Criteria:


	Subject participation
	⁭ Confidential          ⁭ Identifiable

	Subject data collected
	⁭ Address                  ⁭ Personal Details

⁭ Spouse and Family details
⁭ Clinical examination data

⁭ Treatment details

⁭ Patient photography / video

⁭ Radiology               ⁭ Blood or body fluids

⁭ FNAC & Biopsies  ⁭ Others……………..

	Does the study involves bio-hazardous material, 
	⁭ Yes          ⁭ No

	Will the sample collected from patients be transported outside institute
	⁭ Yes          ⁭ No

	Will the sample or materials be safely disposed
	⁭ Yes          ⁭ No

	Consent 
	⁭ Oral                ⁭ Written

	Patient Information (if applicable)
	⁭ Oral                ⁭ Written

	Has consent / patient information sheet has the following details

(attach a copy of consent form)

	⁭ Risks and discomforts
⁭ Right to withdraw

⁭ Benefits

⁭ Consent for further use of material

⁭ Compensation for participation

⁭ Compensation for study related injury

⁭ Data monitoring

⁭ Statement that consent is voluntary
	⁭ Understandable language
⁭ Alternatives to participation

⁭ Statement that study involves research

⁭ Confidentiality of records

⁭ Sponsor of study

⁭ Contact information

⁭ Purpose and procedure

⁭ Translation in local language

	Is there physical / social / psychological discomfort to study subjects
	                       ⁭ yes          ⁭ no 
If yes,    ⁭ minimal risk         ⁭ high risk

	Is the risk reasonable to anticipated benefits to subject / community / country
	          ⁭ Yes           ⁭ No


Certification

I Dr………………………………………….certify that the information given in the application form are correct. 

Signature of the Principal Investigator

Certification

I Dr………………………………………….certify that I have verified the information given in the application form are correct. 

Signature of the Guide

Forwarded & Recommended

Signature of the HOD
4

