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Form I
Form to be filled by the Principal Investigator (PI) for submission to the EC Secretariat

(Signed form to be submitted as a soft copy)
How to complete this form and begin the EC review process (expedited/ full review)
1. Make sure you are using the latest updated version of this form. 

2. This form must be typed and not handwritten and should be submitted electronically
3. Fill all the questions on this form completely (tick where appropriate).
4. Complete the checklist to ensure that all mandatory documents have been submitted.
5. Completed form and supporting documents are to be submitted in Portable Document Format (PDF)
6. Incomplete applications will not be accepted.




 
Section I:  
ADMINISTRATIVE

Date:

(A) TITLE AND APPLICATION STATUS:
	Study title:
	

	Month and year of likely commencement of study:
	

	Duration of study:
	

	Status of application:
	New
	 FORMCHECKBOX 

	Resubmitted 
	 FORMCHECKBOX 


	Category of review applied for:             
	Expedited review
	 FORMCHECKBOX 

	Full review  
	 FORMCHECKBOX 


	If applying for expedited review: 
Mention the category (ies) under which the proposal may qualify for consideration (as per section 5.2 of the IEC SOP):

	


(B) 
INVESTIGATORS: 
Attach brief CV (up to two pages) of all Investigators (indicating qualification and experience) with subject specific publications limited to previous five years.
	Principal Investigator:
	

	Full mailing address:
	

	Qualifications:
	

	Designation:
	

	Telephone:
	

	E-mail:
	


	Co- Investigator (s)  
	

	Name:
	

	Full mailing address:
	

	Qualifications:
	

	Designation:
	

	Telephone:
	

	E-mail:
	


Details, as above, to be submitted for all co-investigators (attach separately, if required)
(C) FUNDING 
	Has the proposal received funding?  
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	If yes, Name/Type:
	

	Has scientific review of the proposal been done?                                            
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	If yes, provide details:
	


(D)  
 PERMISSIONS: 
(Attach copy of relevant permission letters) 
	Does your study require permission from regulatory authorities?
	 FORMCHECKBOX 
        
	Yes  
	 FORMCHECKBOX 
 
	No


(E)  
STATEMENT ON CONFLICT OF INTERESTS, IF ANY:

	Describe briefly, if any, the financial and other interests of any of the investigators and/or close relative(s), with the sponsor(s) and outcome of the study.

	


(F)  
DRUG(S), DEVICE(S) AND/OR BIOLOGIC(S) –Complete annexure I (See page no. 6)
Section II: 
STUDY DESIGN, SUBJECT/PARTICIPANT SELECTION, DATA COLLECTION AND DATA ANALYSIS, PUBLICATION PLANS
(A)  
Provide a detailed project summary (2 pages) including information on:
· The specific hypothesis, goals and objectives/purpose of the study 
· Summary of literature review/background information and rationale for the proposed study
· Study design & methodology of the study
· Subject/participant selection: 

1. Type - explain who will be the subjects/participants and rationale for selecting them.
2. Expected age range of participants
3. Number of participants –total number, rational for having that number or sample size,  sampling method, if any, what proportion of them will be vulnerable persons, from where they will be recruited and whether screening of larger number will be required. 

4. Eligibility - explain inclusion and exclusion criteria 

5. Recruitment - explain who will do the recruitment of the subjects/participants and how OR how will pre- existing data be accessed?)
· Type of study data/specimens to be studied and data collection methods/ procedures.
· Plan of data analysis – including by whom and how
Note: Use non-technical language with full forms and definition of all abbreviations and acronyms. 
 (B)  
PUBLICATION PLANS:
	Plan for publication of results - positive or negative
(While maintaining the privacy and confidentiality of the study participants) (within 50 words):

	

	Will feedback be made available to participants?
	Yes
	 FORMCHECKBOX 
  
	No
	 FORMCHECKBOX 
  

	 If yes, how will it be done (e.g. via newsletter/personal communication)?
	


Section III: 
RISKS, BENEFITS, PRIVACY AND CONFIDENTIALITY
(A)  
RISKS:

	(a) RISKS, DISCOMFORT AND SIDE EFFECTS: 
Describe all possible risks and discomfort for subject/participant due to use of intervention and/or interaction procedures/data collection methods proposed. Describe expected degree and frequency of such risk, discomfort, side effect of drug etc.

	

	(b) MINIMISATION: 
Describe steps you have taken or propose to take to minimise such risk, discomfort or for early recognition of side effects and their management including compensation for injury, insurance plans if any (give details). 

	

	(c) DATA AND SAFETY MONITORING: 

Describe (i) how you define adverse events in your study, how and to whom you propose to report them, and what rules you will use for stopping the study due to adverse events. (ii) Data and Safety Monitoring Plan of your project  (see IEC SOP ANNEX I for adverse events)

	

	(d) PRIVACY AND CONFIDENTIALITY: 
Describe (i) how you propose to provide privacy to subjects/participants while conducting study, (ii) what level of confidentiality you propose to promise, (iii) what are the likely consequences to the subject/participant in the event of violation of confidentiality.

	

	(e) IDENTIFIERS: 
Describe (i) the types of identifiable information on subject/participant you intend to collect, (ii) justification for direct identification (iii) how do you propose to mask/remove identifiers, (iv) how do you propose to ensure safe keeping and storage of identifiable data (v) describe post-study disposition of identifiable data or human biological materials.  

	

	(f) BENEFITS: 
Describe benefits to the subject/participant in participating in the study. Also describe the benefits, if any, to the society.

	

	(g) RISK/BENEFIT: 
Analyse the extent to which the benefits of the study out-weigh the risk to the subjects/participants.

	


Section IV:  
INFORMED CONSENT PROCESS 
	(a) REQUEST FOR WAIVER OF CONSENT:                                                      
	Yes     
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 
  

	If yes, give justification for request (See IEC SOP Section 6) and go to section (e)

	

	(b) TYPE: 
(more than one option can be ticked) 

	 FORMCHECKBOX 
  Signed witnessed consent   
	 FORMCHECKBOX 
  Signed non-witnessed consent  
	 FORMCHECKBOX 
  Verbal consent;

	 FORMCHECKBOX 
 No consent will be obtained
	 FORMCHECKBOX 
  Non-witnessed thumb impression
	 FORMCHECKBOX 
 Audio-visual  

	 FORMCHECKBOX 
  Consent from Surrogate will be obtained (If so, specify from whom)
	 FORMCHECKBOX 
  Assent from minor (7-18 years of age), if applicable  

If written consent is not obtained, give reasons here:
	 FORMCHECKBOX 
  Witnessed Thumb Impression

	(c) PROCESS: 
Describe (i) How, Where, When and By Whom the Informed Consent will be obtained. (ii) how much time the subject/participant will be given to consider participation and decide, (iii) describe additional plans/needs for informed consent in case the study involves vulnerable persons as mentioned above (iv) describe how you will assess that information is correctly understood by the participant.

	

	(d) INFORMATION CONTENT: 

	Please attach Participant/Patient Information Sheet and Informed Consent form in English, translated version in local language(s) (if applicable) and translation back into English-by a different person.

The Participant/Patient Information sheet and Informed Consent form must contain the following information:

(1)  a statement that consent is for a study/research/experiment, (2) an explanation of the purpose of research and nature of procedure, (3) clearly state the duration of the research (4) all foreseeable risks/discomforts to participants due to research, (5) any benefits to be expected, to the research participants, to the community or to society (6) alternative procedures or courses of treatment in case subject does not want to participate, (7) the extent of confidentiality protection provided, (8) describe the nature of any compensation or reimbursement to be provided (in terms of time, travel, man-days lost from work, etc) (9) explanation on provision of compensation for injury, if any caused to participant during the study, (10) whom to contact to know more about the study and participants’ rights, (11) a statement that participation is voluntary, (12) a statement that participant can withdraw consent and from the study at any time without facing any penalty. (13) the procedure that will be followed to keep participants informed of the progress and outcome of the research

Does the consent form mention a statement along the following lines (may be adapted):
 “I have read the foregoing information, or it has been read to me. I have had the opportunity to ask questions about it and any questions I have asked have been answered to my satisfaction. I consent voluntarily to participate as a subject in this study and understand that I have the right to withdraw from the study at any time without in any way it affecting me in any way”.

	(e) COST AND PAYMENT: 
Describe the cost (monetary and non-monetary) for participating in the study to the subject/participant. Describe plan (if any) to reimburse or compensate participant – if monetary, the amount of payment proposed.

	


Name and Signature of Principal Investigator
Checklist of documents to be attached (Please tick as appropriate) 
*
Mandatory documents without which application will not be accepted for review  

** 
Participant/Patient Information sheet and consent form should be prepared as a single document; but with a clear separation between the two. 

	S. No
	Please indicate attached documents from checklist:
	Yes
	No
	NA

	1
	*Completed application form (Form I) with signature of PI on last page 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. 
	*Copy of study/project proposal
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3.
	*A detailed project summary as described above 

(Section II A) 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. 
	*Recent curriculum vitae of all investigators (indicating qualification and experience) with subject specific publications limited to previous 5 years, up to 2 pages).
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. 
	**Sample of participant/patient information sheet; informed consent form
assent form for minors (age 7 up to 18) 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	*In English
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	Translated version in local language(s) of expected participants (if applicable)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	Translated version back into English (by another person)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. 
	*Questionnaires, interview guides, guides for FGD’s etc (any documents that will be used by participants, or by research staff to obtain information/data from participants)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7.
	Any advertising or publicity information/material used to recruit participants to the study, including recruitment letters, flyers, brochures, posters, newspaper, radio and TV advertisements etc. (None of these materials may be used until IEC approval is obtained).
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Adapted from ICMR, WHO and SCTIMST forms available at: http://www.icmr.nic.in/bioethics/final%20Copy%20%20of%20Investigators'%20format.doc  accessed May 2008

http://www.who.int/rpc/research_ethics/Checklist_for_PI.dot accessed May 2008

http://www.sctimst.ac.in/whatsnew/IEC-SCTIMST-ApplicationForms.pdf accessed December 2008
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