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1. Ethical Clearance 

Ref No:  

 

2. Title of the 
project:  

 
 
 
 

3. Declaration  
I/We…………………………………………………………….(name of principal investigator/s), a 
……………………………………………………………………………………………………………………(designation) attached to 
…………………………………………………………………………………….. (institute/s of affiliation) would like to invite 
you to take part in a research project titled ………………………………………………………………………………………… 
…………………………………………………………………………………………………………………………………………………………(in 
non-technical term) conducted by…………………………..………………………………………… (Names of 
Investigator) at 
…………………………………………………………………...…………………………………………………………………………………………
…………………………………………………………………………………………………(Study Site). 

 

4. Purpose (The objective/s of the study in non-technical terms): 
 
 
 
 
 
 

5. Type of research intervention; Explain what type of intervention that will be undertaken 

 
 
 
 
 

6. Participation selection; State why this participant has been chosen for this research 

 

7. Voluntary participation 
Your participation in this study is voluntary. You are free to not participate at all or to withdraw from 
the study at any time despite consenting to take part earlier. There will be no impact on the 
rights/services which you are otherwise entitled. If you decide not to participate or withdraw from the 
study you may do so at any time.  
 

8. Procedure and protocol. 

Describe or explain the procedure that will be followed on a step by step. Explain what you expected 

them to do. Write “we would like to ask you to …….”. Explain what is routine and what is 

experimental. 
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If it is a clinical trial - provide information on the trial drug (name). Which phase of the trial. Why you 

compare or test this new drug. Explain known information /experience of the trial drug. 

If any samples (blood/sputum/biopsy ….) taken Explain when/how many times/any preparations 

needed/what will be done with them/how long they will be stored/ how these are discarded/do they 

be sent abroad. 

9. Duration, procedures of the study and participant's responsibilities 
9.1. This study will be conducted over a period of …………………………………… (anticipated duration of 

study).  
9.2.  If you volunteer to participate in this study, we will ask you to take part in the study.  
9.3. It will take approximately ….……………………………………….... (time duration) to complete the task. 
 

10. Potential benefits 
Mention actual benefits. (not what they are entitled due to participate in the research) 
Participation in this study may benefit you/others by ………..  (benefits) 
 

Mention is it individual or community benefit 
a. Reimbursement; State clearly what you will provide for their participation. Ex travel 
cost/money for wages lost 
b. Confidentiality; Explain how the research team will maintain the confidentiality of data 
c. Sharing of results; Mention plan of sharing results 
d.  Right to refuse or withdraw; Mention that participation is voluntary and has right to 
withdraw/refuse at any stage without explaining why? It will not affect the individual’s right to 
get proper / routine / treatment / care 
e. Whom to contact; Contact numbers of PI and other investigators. Mention who gave approval 
for this and the contact number of that ERC 
 

 

11. Risks, hazards, and discomforts 
(Any potential or actual risks, hazards, and discomforts should be clearly mentioned) 
 
 
 
 
 
 
 
 
 
 
 

12. Payments 
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You would be paid an honorarium of Rs. …………………………………………. (if any payment to the 
participant indicating the amount), OR You will not be paid any honorarium for participating in this 
study.  
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