	General Instructions:  a) Tick one or more as applicable. Mark NA if not applicable. Attach additional sheets if required

	                                        b) For submission to Designated Ethics Committee and to be shared with PIs at Participating Centres
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	Annexure 15- Initial Review Form for Multicentric Research
        ALL INDIA INSTITUTE OF MEDICAL SCIENCES
                                            (IRC & IEC of AIIMS Deoghar)
                                                                                     IEC Ref. No.----------------------------------                                 




	

	SECTION A - BASIC INFORMATION


	1. ADMINISTRATIVE DETAILS

	(a)
	Name of Institute under which Designated Ethics Committee is constituted:       


	(b)
	Name of the Ethics Committee: 

	(c)
	Name of Coordinating Principal Investigator:       

	(d)
	Designation and Qualification:      

	(e)
	Department/Division: 
	(e) Date of Submission:   Click here to enter a date.

	(f)
	Address for communication (include email and mobile no.) 


	(f)
	Type of review requested
: 

Exemption from Review     [image: image2.wmf]            Expedited Review    [image: image3.wmf]                   Full Committee Review  [image: image4.wmf]


	(g)
	Title of the study: 

	
	Acronym/ Short title, (If any): 

	(h)
	Protocol number (If any):  

	(i)
	Number of studies where applicant is a: 

i) Principal Investigator at time of submission: 


ii) Co-Investigator at time of submission: 




	(j)
	Duration of the study: 


	2. FUNDING DETAILS AND BUDGET

	(a)
	Total estimated budget for study: 
At site       

	(b)
	Self-funding     [image: image5.wmf]
   Institutional funding  [image: image6.wmf]
               Funding agency    [image: image7.wmf]
                 (Specify)



	SECTION B – RESEARCH-RELATED INFORMATION


	3. OVERVIEW OF RESEARCH

	(a)
	Lay Summary of study
 (within 300 words)




	(b)
	Type of study: 

Basic Sciences               

[image: image8.wmf]
Clinical 

[image: image9.wmf]
Cross Sectional  
[image: image10.wmf]
Retrospective        
[image: image11.wmf]
Epidemiological/ Public Health

[image: image12.wmf]
Case Control      

[image: image13.wmf]
Prospective
[image: image14.wmf]
Socio-behavioural

[image: image15.wmf]
Cohort  

[image: image16.wmf]
Qualitative  
[image: image17.wmf]
Systematic Review                            

[image: image18.wmf]
Quantitative  

[image: image19.wmf]
Biological samples/Data

[image: image20.wmf]
Mixed Method          

[image: image21.wmf]
Any others (Specify)                 [image: image22.wmf]
                                                       


	4. METHODOLOGY

	(a)


	Sample size/ No. of Participants (as applicable)

At site             
Control group
Justification for the sample size chosen (100 words); In case of qualitative study, mention the criteria used for selection




	(b)

(c)
	Is there an external laboratory/ outsourcing involved for investigations?
Yes   [image: image23.wmf]   No   [image: image24.wmf]    NA[image: image25.wmf]
How was the scientific quality of the study assessed?

Independent external review 

[image: image26.wmf]
Review by Sponsor/Funder    

[image: image27.wmf]
Review within PI’s    institution       

[image: image28.wmf]
Review within multi-centre research group  

[image: image29.wmf]
No Review  

[image: image30.wmf]
 Date of review:                                                                                                               Click here to enter a date.
 Comments of Scientific Committee, if any (100 words)      


	SECTION C - PARTICIPANT RELATED INFORMATION


	5. RECRUITMENT AND RESEARCH PARTICIPANTS

	(a)
	Type of participants in the study:

Healthy volunteer  

[image: image31.wmf]
Patient  

[image: image32.wmf]
Vulnerable person/ Special groups  

[image: image33.wmf]
Others (Specify)
[image: image34.wmf]
Who will do the recruitment?      
Participant recruitment methods used: 

Posters/ leaflets/Letters

[image: image35.wmf]
TV/Radio ads/social media/Institution website

[image: image36.wmf]
Patients / Family/Friends visiting hospitals 

[image: image37.wmf]
Telephone

[image: image38.wmf]
Others (Specify)    [image: image39.wmf]    
     


	(b)
	Children under 18  yrs.

  [image: image40.wmf]
Pregnant or lactating women

         [image: image41.wmf]
Differently abled (Mental/Physical)

[image: image42.wmf]
Employees/Students/Nurses/

Staff

          [image: image43.wmf]
Elderly    

[image: image44.wmf]
Institutionalized

          [image: image45.wmf]
Economically and socially disadvantaged       

[image: image46.wmf]
Refugees/Migrants/Homeless


[image: image47.wmf]
Terminally Ill (stigmatized or rare diseases)

[image: image48.wmf]
Any other (Specify): 

   [image: image49.wmf]
     
i. Will there be vulnerable person/special groups involved?              Yes [image: image50.wmf]    No [image: image51.wmf]    NA  [image: image52.wmf]
ii. If yes, type of vulnerable person /special groups



	
	iii. Provide justification for inclusion/exclusion 

     
iv. Are there any additional safeguards to protect research participants?
           

	(c)
	Is there any reimbursement to the participant?                                                                     Yes [image: image53.wmf]   No [image: image54.wmf]
If yes,   Monetary  [image: image55.wmf]     Non-monetary    [image: image56.wmf]     Provide details

     

	(d)
	Are there any incentives to the participant?                                                                           Yes  [image: image57.wmf]    No [image: image58.wmf]
If yes,   Monetary  [image: image59.wmf]   Non-monetary     [image: image60.wmf]   Provide details

     

	(e)
	Are there any participant recruitment fees/ incentives for the study provided to the PI/ Institution? 

If yes,    Monetary [image: image61.wmf]     Non-monetary  [image: image62.wmf]   Provide details                                              Yes [image: image63.wmf]No [image: image64.wmf]
     


	6. BENEFITS AND RISKS

	(a)
	i. Are there any anticipated physical/social/psychological discomforts/ risk to participants?

                                                                                                                                       Yes  [image: image65.wmf]        No [image: image66.wmf]
If yes, categorize the level of risk
: 

Less than Minimal risk

[image: image67.wmf]
Minimal risk  

[image: image68.wmf]
Minor increase over minimal risk or Low Risk  

[image: image69.wmf]
More than Minimal Risk or High Risk    

[image: image70.wmf]


	(a). 
	ii. Describe the risk management strategy:      


	(b)
	What are the potential benefits from the study?
	Yes       
	No  
	If yes,
	Direct 
	Indirect

	(b). 
	For the participant
	[image: image71.wmf]
	[image: image72.wmf]
	
	[image: image73.wmf]
	[image: image74.wmf]

	(c). 
	For the society/community
	[image: image75.wmf]
	[image: image76.wmf]
	
	[image: image77.wmf]
	[image: image78.wmf]

	(d). 
	For improvement in science                    
	[image: image79.wmf]
	[image: image80.wmf]
	
	[image: image81.wmf]
	[image: image82.wmf]

	(e). 
	Please describe how the benefits justify the risks 

     


	(c)
	Are Adverse Events expected in the study
?                                                                     Yes   [image: image83.wmf]  No  [image: image84.wmf] NA  [image: image85.wmf]
Are reporting procedures and management strategies described in the study?        Yes   [image: image86.wmf]  No  [image: image87.wmf]
If Yes, Specify 

     

	7. INFORMED CONSENT


	  (a)
	Are you seeking waiver of consent? If yes, please specify reasons and skip to question 8. Yes  [image: image88.wmf]      No [image: image89.wmf]
     

	(b)
	Version number and date of Participant Information Sheet (PIS):     
Version number and date of Informed Consent Form (ICF):     

	(c)
	Type of consent planned for: 

Signed consent
[image: image90.wmf]
Verbal/ oral consent
[image: image91.wmf]
 Witnessed consent
[image: image92.wmf]
Audio-Video (A/V) consent

[image: image93.wmf]
Consent from LAR (If so, specify from whom)

     
[image: image94.wmf]
For children<7 yrs parental/LAR consent
[image: image95.wmf]
Verbal assent from minor (7-12 yrs) along with parental consent
[image: image96.wmf]
Written Assent from Minor (13-18 yrs) along with parental consent
[image: image97.wmf]
Other (specify)     [image: image98.wmf]          


	(d)
	Who will obtain the informed consent?

PI/Co-I 

[image: image99.wmf]
Nurse/Counselor 

[image: image100.wmf]
Research Staff 

[image: image101.wmf]
Other (Specify)

     
[image: image102.wmf]
Any tools to be used      


	(e)
	Participant Information Sheet (PIS) and Informed Consent Form (ICF)

  English  [image: image103.wmf]                Local language[image: image104.wmf]                              other  [image: image105.wmf]       (specify)      
List the languages in which translations were done      
If translation has not been done, please justify      

	(f)


	Provide details of Consent requirement for previously stored samples if used in the study6       

	(g)
	Elements contained in the Participant Information Sheet (PIS) and Informed Consent Form (ICF)

Simple language

[image: image106.wmf]
Data/ Sample sharing  

[image: image107.wmf]
Compensation for study related injury       

[image: image108.wmf]
Risks and discomforts   

[image: image109.wmf]
Need to recontact

Statement that consent is voluntary

Alternatives to participation   

[image: image110.wmf]
Confidentiality           

[image: image111.wmf]
Commercialization/benefit sharing

[image: image112.wmf]
Right to withdraw 

[image: image113.wmf]
Storage of samples  

[image: image114.wmf]
Statement that study involves research

[image: image115.wmf]
Benefits

[image: image116.wmf]
return of research results

[image: image117.wmf]
Use of photographs/ identifying data

[image: image118.wmf]
Purpose and procedure        

[image: image119.wmf]
Payment for participation

[image: image120.wmf]
Contact information of PI and Member Secretary of EC

[image: image121.wmf]
Others(Specify)[image: image122.wmf]          


	8. PAYMENT/COMPENSATION 

	(a)
	Who will bear the costs related to participation and procedures7?

 PI
[image: image123.wmf]
Institution
[image: image124.wmf]
Sponsor
[image: image125.wmf]
Other agencies(specify)

[image: image126.wmf]
                                                                                                                                   


	(b)
	Is there a provision for free treatment of research related injuries?                      Yes [image: image127.wmf]    No [image: image128.wmf]      NA [image: image129.wmf]
If yes, then who will provide the treatment?      

	(c)
	Is there a provision for compensation of research related SAE? If yes, specify.    Yes  [image: image130.wmf]   No  [image: image131.wmf]    NA[image: image132.wmf]
Sponsor    [image: image133.wmf]    Institution/ Corpus funds    [image: image134.wmf]          Project grants    [image: image135.wmf]              Insurance [image: image136.wmf]
 

	(d)
	Is there any provision for medical treatment or management till the relatedness is determined for injury to the participants during the study period? If yes, specify.                           Yes  [image: image137.wmf]    No[image: image138.wmf]      NA[image: image139.wmf]
     


 (e)  Is there a provision for ancillary care for unrelated illness during the study period? If yes, please specify.                                                                                                                     Yes  [image: image140.wmf]    No[image: image141.wmf]      NA[image: image142.wmf]
6Information on re-consent requiremnts can be found at National Ethical Guidelines for Biomedical & Health Research Involving Human Particpants 2017, Page 54 in Section 5.8

7 Enclose undertaking from PI confirming the same
	9. STORAGE AND CONFIDENTIALITY

	(a)
	Identifying Information: Study Involves samples/data. If Yes, Specify                Yes [image: image143.wmf]    No [image: image144.wmf]    NA [image: image145.wmf]
Anonymous/unidentified
[image: image146.wmf]
Anonymized:  

reversibly coded   [image: image147.wmf]
Irreversibly    coded    [image: image148.wmf]
Identifiable
[image: image149.wmf]
If identifiers must be retained, what additional precautions will be taken to ensure that access is limited / data is safeguarded? (e.g. data stored in a cabinet, password protected computer etc.)
     


	(b)
	Who will be maintaining the data pertaining to the study?      

	(c)
	Where will the data be analyzed7 and by whom?      

	(d)
	For how long will the data be stored?        

	(e)
	Do you propose to use stored samples/data in future studies?                           Yes [image: image150.wmf]    No [image: image151.wmf]  Maybe [image: image152.wmf]
If yes, explain how you might use stored material/data in the future?

     


	SECTION D: OTHER ISSUES


	10. PUBLICATION, BENEFIT SHARING AND IPR ISSUES

	(a)
	Will the results of the study be reported and disseminated? If yes, specify.    Yes [image: image153.wmf]    No [image: image154.wmf]    NA [image: image155.wmf]
     

	(b)
	Will you inform participants about the results of the study?                               Yes [image: image156.wmf]    No [image: image157.wmf]    NA [image: image158.wmf]


	(c)
	Are there any arrangements for continued provision of the intervention for participants, if effective, once the study has finished? If yes describe in brief (Max 50 words)                Yes [image: image159.wmf]   No  [image: image160.wmf]   NA [image: image161.wmf]
     


	(d)
	Is there any plan for post research benefit sharing with participants? If yes, specify 

                                                                                                                                          Yes [image: image162.wmf]    No [image: image163.wmf]    NA [image: image164.wmf]
     

	(e)
	Is there is any commercial value or a plan to patent/IPR issues. If yes, Please provide details   

                                                                                                                                         Yes [image: image165.wmf]    No [image: image166.wmf]   NA [image: image167.wmf]
     

	   (f)
	Do you have any additional information to add in support of the application, which is not included elsewhere in the form? If yes, provide the details.                                               Yes  [image: image168.wmf]    No [image: image169.wmf]
     


7For example, a data entry room, a protected computer etc.


	SECTION E: CHECKLIST FOR COORDINATING PI 

	11. CHECKLIST

	S.No
	Items
	Yes
	No
	NA
	Enclosure No.
	EC Remarks 

	ADMINISTRATIVE REQUIREMENTS

	1. 
	Cover letter 
	[image: image170.wmf]
	[image: image171.wmf]
	[image: image172.wmf]
	     
	     

	2. 
	Brief CV of all Investigators
	[image: image173.wmf]
	[image: image174.wmf]
	[image: image175.wmf]
	     
	     

	3. 
	Good Clinical Practice (GCP) training of investigators in last 3 years
	[image: image176.wmf]
	[image: image177.wmf]
	[image: image178.wmf]
	     
	     

	4. 
	Approval of Scientific Committee/ NTF/ Central Advisory Committee/ Any other
	[image: image179.wmf]
	[image: image180.wmf]
	[image: image181.wmf]
	     
	     

	5. 
	Agreement/MTA / LOA between collaborating partners
	[image: image182.wmf]
	[image: image183.wmf]
	[image: image184.wmf]
	     
	     

	6. 
	Insurance policy/certificate 
	[image: image185.wmf]
	[image: image186.wmf]
	[image: image187.wmf]
	     
	     

	7. 
	Evidence of external laboratory credentials in case of an externally outsourced laboratory study QA/QC certification
	[image: image188.wmf]
	[image: image189.wmf]
	[image: image190.wmf]
	     
	     

	8. 
	Copy of contract or agreement signed with the sponsor or donor agency
	[image: image191.wmf]
	[image: image192.wmf]
	[image: image193.wmf]
	
	

	PROPOSAL RELATED

	9. 
	Copy of the detailed protocol
	[image: image194.wmf]
	[image: image195.wmf]
	[image: image196.wmf]
	     
	     

	10. 
	Participant Information Sheet (PIS) and Informed Consent Form (ICF)(English and translated)
	[image: image197.wmf]
	[image: image198.wmf]
	[image: image199.wmf]
	     
	     

	11. 
	Assent form for minors (12-18 years) (English and Translated)
	[image: image200.wmf]
	[image: image201.wmf]
	[image: image202.wmf]
	     
	     

	12. 
	Proforma/Questionnaire / Case Report Forms (CRF)/ Interview guides/ Guides for Focused Group Discussions (FGDs) (English and translated)
	[image: image203.wmf]
	[image: image204.wmf]
	[image: image205.wmf]
	     
	     

	13. 
	Advertisement/material to recruit participants (fliers, posters etc)
	[image: image206.wmf]
	[image: image207.wmf]
	[image: image208.wmf]
	     
	     

	PERMISSION FROM GOVERNING AUTHORITIES

	
	Other Registration/ permissions
	Required
	Not required
	Received
	Applied dd/mm/yy
	EC Remarks

	14. 
	CTRI8
	[image: image209.wmf]
	[image: image210.wmf]
	[image: image211.wmf]
	Enter date
	     

	15. 
	HMSC9
	[image: image212.wmf]
	[image: image213.wmf]
	[image: image214.wmf]
	Enter date
	     

	16. 
	Tribal Board
	[image: image215.wmf]
	[image: image216.wmf]
	[image: image217.wmf]
	Enter date
	     

	17. 
	Any Other
	[image: image218.wmf]
	[image: image219.wmf]
	[image: image220.wmf]
	Enter date
	     

	ANY OTHER RELEVANT INFORMATION/DOCUMENTS RELATED TO THE STUDY

	
	Item 
	YES 
	NO
	NA
	Enclosure no.
	EC remarks

	18. 
	     
	[image: image221.wmf]
	[image: image222.wmf]
	[image: image223.wmf]
	     
	     


8CTRI: Clinical Trial Registry- India, 9HMSC: Health Ministry’s Screening Committee

	General Instructions:  a) Tick one or more as applicable. Mark NA if not applicable. Attach additional sheets if required

	                                        b) For submission to Participating Ethics Committee (PEC) and to be shared with coordinating PI


	SECTION A - BASIC INFORMATION


	1. 
	ADMINISTRATIVE DETAILS

	a) 
	Name of the institute under which PEC is constituted:      

	b) 
	Name of the Ethics Committee:      

	c) 
	Name of Site Principal Investigator:      

	d) 
	Designation/ Qualification:                                               e) Department/ Division:      

	        f)
	Address for communication (include mobile no. and email address):      


	        g)
	Expected duration of the study:                           Estimated budget at the participating site: 


	SECTION B - RESEARCH INFORMATION


	1. 
	OVERVIEW OF RESEARCH

	a) 
	Briefly describe the role of the participating center in the study (50-100 words):      

	b) 
	Briefly mention local changes made in protocol, if any:      


	c) 
	Type of review requested: 

Exemption from Review     [image: image224.wmf]            Expedited Review    [image: image225.wmf]                   Full Committee Review  [image: image226.wmf]


	
SECTION C – PARTICPANT RELATED INFORMATION


	1. 
	PATIENT RECRUITMENT AND RESEARCH PATIENTS

	a) 
	Number of participants to be recruited at site:      

	b) 
	Site specific/ community concerns, if any      


	c) 
	Briefly mention local changes in Recruitment/ Advocacy material:      


	d) 
	Copy of the Local Recruitment/ Advocacy material:  Yes [image: image227.wmf]      No   [image: image228.wmf]  

	2. 
	INFORMED CONSENT

	a) 
	Who will obtain the informed consent?

S-PI/Co-S-PI 

[image: image229.wmf]
Nurse/Counselor 

[image: image230.wmf]
Research Staff 

[image: image231.wmf]
Other (Specify)

     
[image: image232.wmf]
Any tools to be used      


	b) 
	Language/s ICD is translated in:      

	c) 
	Version number and date of the Participant Informed Sheet (PIS) :      

	d) 
	Version number and date of the Informed Consent form (ICF) :      

	e) 
	Copy of the Local ICD translations enclosed:  Yes [image: image233.wmf]      No   [image: image234.wmf]  

	f) 
	Back translation of the ICD in English with the translation certificate Yes [image: image235.wmf]   No   [image: image236.wmf]

	g) 
	Changes made in informed consent form (ICF), if any:      


	h) 
	Copy of the audio / visual transcript for consent enclosed, if any:  Yes [image: image237.wmf]      No   [image: image238.wmf]  

	3.
	DATA AND STORAGE

	i) 
	Brief details on data collection, storage, sharing, transfer, if any?      



	SECTION D – OTHER ISSUES 


	a) 
	Do you have any additional information to add in support of the application, which is not included elsewhere in the form? If yes, provide the details.                                               Yes  [image: image239.wmf]    No [image: image240.wmf]
     



	SECTION E – CHECKLIST FOR S-PI AT PARTICPATING CENTER 


	1. CHECKLIST

	Sr.No
	Items
	Yes
	No
	NA
	EnclosureNo.
	EC Remarks 

	ADMINISTRATIVE REQUIREMENTS

	1. 
	Cover letter 
	 [image: image241.wmf]  
	[image: image242.wmf] 
	 [image: image243.wmf]
	     
	     

	2. 
	Brief CV of Site Principal Investigator / other site Co-PI
	 [image: image244.wmf]  
	[image: image245.wmf]  
	 [image: image246.wmf]
	     
	     

	3. 
	Good Clinical Practice (GCP) training of investigator in last 3 years
	 [image: image247.wmf]  
	[image: image248.wmf]  
	 [image: image249.wmf]
	     
	     

	4. 
	Agreement between collaborating partners 
	 [image: image250.wmf]  
	[image: image251.wmf]  
	 [image: image252.wmf]
	     
	     

	5. 
	MTA between collaborating partners
	 [image: image253.wmf]  
	[image: image254.wmf]  
	 [image: image255.wmf]
	     
	     

	6. 
	Insurance policy/certificate 
	 [image: image256.wmf]  
	[image: image257.wmf]  
	 [image: image258.wmf]
	     
	     

	PROPOSAL RELATED

	7. 
	Copy of the modified protocol
	[image: image259.wmf]
	[image: image260.wmf]
	[image: image261.wmf]
	     
	     

	8. 
	Participant Information Sheet (PIS) and Informed Consent Form (ICF) (English and translated)
	[image: image262.wmf]
	[image: image263.wmf]
	[image: image264.wmf]
	     
	     

	9. 
	Assent form for minors (12-18 years) (English and Translated)
	[image: image265.wmf]
	[image: image266.wmf]
	[image: image267.wmf]
	
	

	10. 
	Proforma/Questionnaire / Case Report Forms (CRF)/ Interview guides/ Guides for Focused Group Discussions (FGDs) (English and translated)
	[image: image268.wmf]
	[image: image269.wmf]
	[image: image270.wmf]
	     
	     

	11. 
	Advertisement/material to recruit participants (fliers, posters etc)
	[image: image271.wmf]
	[image: image272.wmf]
	[image: image273.wmf]
	     
	     

	12. 
	Any other relevant information/documents related to the study
	[image: image274.wmf]
	[image: image275.wmf]
	[image: image276.wmf]
	     
	     


PART 1 (To be filled by coordinating PI)





PART 2 (To be filled by S-PI at the Participating Centre)








� Refer to National Ethical Guidelines for Biomedical & Health Research Involving Human Participants 2017on Page 36 Table 4.2. for the types of review


�Summarize in the simplest possible way such that a person with no prior knowledge of the subject can easily understand it.


�If participant samples are sent outside for investigations, provide details of the same and attach relevant documentation such as an MTA/ MoU etc.


�For categories of risk refer to National Ethical Guidelines for Biomedical & Health Research Involving Human Participants 2017. Page 6 in Table 2.1


�The term adverse events in this regard encompass both serious and non-serious adverse events.
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