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 Ethics Committee

Indian Association of Preventive & Social Medicine

Community Medicine Department, GMERS Medical College Sola, Ahmedabad Gujarat, 380060 | INDIA

Application for exemption from full IEC review 

Form VI

(Signed form to be submitted as a soft copy)
	Date: 
	              

	Project title:
	

	Principal Investigator: 
	

	Co-Investigator:
	

	Month and year of likely commencement of the study:
	

	Duration of the study:
	

	Has the proposal received funding?
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	
	If yes, funding agency:
	

	Has scientific review of the proposal been done? 
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	
	If yes, provide details:
	

	Does the proposal fall in the category of lower than minimal risk? 
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Does the research involve special/ vulnerable groups? 
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Identify the exemption category(ies) * you believe is/are applicable to the research under consideration:

	 FORMCHECKBOX 
    Exemption 1       
	 FORMCHECKBOX 
    Exemption 2       
	 FORMCHECKBOX 
    Exemption 3       
	 FORMCHECKBOX 
    Exemption 4       

	Provide a justification for the exemption(s) with adequate information about the involvement of human subjects to allow assessment by the IEC that the claimed exemption(s) is/are appropriate:

	


   _                                                          _ 
Name and Signature of PI

Exemption from full IEC review may be granted to proposals which fall in the category of lower than minimal risk and fall in one of the following categories*:
1
Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as (i) research on regular and special education instructional strategies, or (ii) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.

2 
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behaviour, unless:
(i) information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and (ii) any disclosure of the human subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, or reputation.
 3
Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects.

4 
Research and demonstration projects which are conducted by or subject to the approval of department or agency heads, and which are designed to study, evaluate, or otherwise examine:
(i) Public benefit or service programs; (ii) procedures for obtaining benefits or services under those programs; (iii) possible changes in or alternatives to those programs or procedures; or (iv) possible changes in methods or levels of payment for benefits or services under those programs.

Please note that research involving special/vulnerable groups will not be considered for exemption from review.

	Checklist of documents to be attached 

1. Completed application form (Form VI) with signature of PI on last page 
2. A copy of the project proposal 

3. Brief CV (up to two pages) of all Investigators (indicating qualification and experience) with subject specific publications limited to previous five years.
4. A brief abstract of the proposal including information on:

· the purpose, methodology of the study including background information and rationale

· subject population/type of data/specimens to be studied

· inclusion and exclusion criteria

· who will do recruitment of subjects and how? OR how will pre-existing data be accessed?

· any potential risks and steps to minimise such risk

· provisions to maintain privacy and confidentiality

· potential benefits to the field/society/participant, if any

· proposed budget (only if technical review also to be done)
5. Sample Participant Information sheet & Informed consent form (including process) 

6. If your research includes survey or interview procedures, the questionnaire, interview questions etc are to be included.
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