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1. Purpose: The purpose of this SOP is to describe the method of exemption from 

ethical review of a research protocol submitted to the YEC-3 for ethical clearance.   

2. Scope: The SOP applies to the initial review of all research protocols submitted to the 

YEC-3 for ethical clearance  
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2.1. Which are categorized by the Member-secretary under “exemption from 

review” as per the current guidelines and regulations and fulfil the criteria for 

‘exemption from review ‘as per SOP07v1.  

2.2. Where the PI has requested for exemption from ethics review  

3. Responsibility: 

3.1. The Chairperson will:  

3.1.1. Approve the letter of communication to the principal investigator 

stating that the protocol is exempted from ethical review.  

3.2. The Member-Secretary will: 

3.2.1. Review and categorize the protocol as “exemption from review” as per 

the current guidelines and regulations if it fulfils the criteria  

3.3. The Secretariat will:   

3.3.1. Record and file the decision of the Member-Secretary to include the 

protocol under the category of ‘exemption from review’ including the 

reasons stated.  

3.3.2. List the protocol in the ‘exemption from review’ category in the 

agenda of the next YEC-3 meeting for ratification 

3.3.3. File the decision form and the extract of the minutes of the meeting in 

the respective protocol file 

4. Detailed instructions:  

4.1. Receiving a request for “exemption from review” from the PI:  

4.1.1. The Secretariat will receive the complete protocol submission from the 

principal investigator and the request for exemption from review from 

the principal investigator 

4.1.2. The Secretariat will check for the completion of protocol submission 

and the application form  

4.1.3. The Secretariat will forward the application and the protocol to the 

Member-Secretary within 3 days 

4.2. Receiving a protocol for initial review which satisfies the criteria for 

categorization into ‘exemption from review’:  

4.2.1. The member secretary will consider the protocol for exemption from 

review based on the criteria laid down in the ICMR’s National Ethical 

Guidelines for Biomedical and Health Research involving Human 

Participants 2017  
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4.2.2. After the protocol is categorized under the category of ‘exemption 

from review’ by the Member-Secretary, the Secretariat will record the 

decision in the file along with the reasons within 3 days  

4.3. Exemption process:  

4.3.1. The member secretary will read the protocol for risk assessment 

4.3.2. If the protocol and related documents fulfil the criteria stated in the 

current guidelines and fulfil the criteria for inclusion in the ‘exemption 

from review category as described in SOP07v1, the Member Secretary 

takes a decision and informs the Chairperson. 

4.3.3. The Member-Secretary records the decision on the Exemption Form 

(Ann02/SOP07/C/v1) 

4.3.4. The Member-Secretary, based on the risk, decides to approve or 

disapprove the application for exemption from review within 3 days 

4.3.5. The exemption approval is signed by the Chairperson/Member 

secretary with date.  

4.3.6. The protocol is included in the next YEC-3 meeting agenda for 

ratification of the decision.  

4.4. Communication of the decision:  

4.4.1. The decision regarding request for Exemption from review, signed by 

the YEC-3 Chairperson/Member Secretary, will be issued by the 

Secretariat to the Principal Investigator within 5 calendar days after the 

decision regarding the exemption is taken.  

4.5. Post exemption communications by the PI: It is the responsibility of the 

researcher to communicate with YEC-3    

4.5.1. Any changes in the protocol  

4.5.2. Submit a completion report and summary to YEC-3  

 

5. References: 

5.1. ICMR’s National Ethical Guidelines for Biomedical and Health Research 

Involving Human Participants 2017 

5.2. SOP07/v1: Categorization of Submitted Protocols for Ethics Review  

 

6. Annexures: 

6.1. Ann01/SOP7C/v1 - Application Form for Exemption of Research Protocols 

from Ethical review  
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6.2. Ann02/SOP 7C/v1 – Assessment and Decision Form for Exemption of 

Research Protocols from Ethical review  

6.3. Ann03/SOP 7C/v1 – Certification for Exemption of Research Protocols from 

Ethical review   

 

Annexure 1: Ann01/SOP7C/v1 

Application Form for Exemption of Research Protocols from Ethical review  
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Ann02/SOP 7C/v1 

Assessment and Decision Form for Exemption from Ethical review 

Part A: Assessment form 

Protocol No:  

Title of the project:   

Name of the Principal 

investigator: 

 

Designation:  

Department:  

Affiliation/ 

Institution: 

 

Date of submission to 

YEC-3 

 

A brief summary of 

the protocol 

 

 

 

Assessment of risk Less than minimal risk  

Minimal risk  

More than minimal risk  

Part B Provisional decision form 

Recommendation of 

the YEC-3 Member 

secretary 

Exemption 

Cannot be exempted with reasons for no exemption:  

 

 

 

 

Signature of the Member secretary with date  

Part C: Final decision form 

Discussion at the 

YEC-3 Meeting 

YEC-3 Meeting number 

Date:  
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Discussion:  

 

Recommendation at  

the YEC-3 Meeting  

Exemption 

Cannot be exempted with reasons for no exemption:  

 

Signature of the Chairperson with date  

 

 

Ann03/SOP 7C/v1  

Certificate for Exemption of Research Protocols from Ethical review 

 

Protocol No:  

Title:  

Your protocol has been considered for exemption from ethical review and is valid from 

_______to ______.  

Any data collected before or beyond the validity period shall not be considered for the study.  

It is the responsibility of the researcher to  

a. Any changes in the protocol  

b. Submit a completion report and summary to YEC-3 

 

 

                 

Signature of the Member Secretary   Date: 

 

7. Glossary:  

ICMR: Indian Council of Medical Research 

PI: Principal Investigator 

Protocol: Protocol refers to a set of documents that contain the detailed components of 

the proposed study  



                     YENEPOYA ETHICS COMMITTEE-3 SOP7C/v1 
EXEMPTION FROM REVIEW 

20/02/2025 
 

Adopted From SOP of YEC-1 

Page 7 of 7 

 

 


