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CONVERGENT IRB Research STANDARD Application FORM

PREFACE

This document is the CONVERGENT IRB research protocol template, which is offered as a general guideline for all CONVERGENT IRB research protocols. Bio-behavioral protocol may require more details.

Instructions and explanatory text are indicated by italics and should be replaced in your protocol document with the appropriate text specific to your protocol.  

Section headings in bold and with bullets constitute the protocol template and should be included in your protocol document. You may combine sections or move sections if that seems most appropriate for your design. However, all bolded topics should be discussed somewhere within the body of the protocol. 

The protocols and related documents (consents, questionnaires/tools, recruitment scripts, etc.) must follow the required footer formats.

PLEASE NOTE THIS IS ONLY A TEMPLATE; REMOVE ALL INSTRUCTIONS, HEADERS (INCLUDING THIS ONE) AND OTHER REFERENCE INFORMATION THAT DOES NOT PERTAIN TO A PROTOCOL. CONVERGENT IRB WILL NOT ACCEPT DOCUMENTS WITH TEMPLATE, DRAFT WORDING OR WATERMARKS.  ALL DOCUMENTS SUBMITTED TO IRB MUST BE IN THE FINAL VERSION.

CONVERGENT IRB General Protocol Template (Please remove this Header prior to submitting for review)

	


Name of Document, #, Title of Study, Version #. #, Date				Page [#]
Title Page


BASIC DATA

	Name of Applicant[footnoteRef:1] [1:  Applicant must be from the PI/Co-PI team and Indian resident.] 

	

	Address for correspondence: 
(With email ID & phone number)
	



	Permanent address for future correspondence[footnoteRef:2]: [2:  Address of correspondence must be in India.] 

	

	Project Title
	

	Principal Investigator (PI)
	

	Co-Principle Investigator (if any)
	

	Address of PI
	

	Overseas Collaborator (If any)
	

	Sponsoring Organization/ Funding Agency
	

	Expected date of survey to be started
	

	Date of application
	












STUDY SUMMARY

[NOTE: the information contained in the Summary must match what is written in the body of the protocol; copy and paste where appropriate]

Title:  Click here to enter text.
	
	
Study Background :         in 7-10 lines

Design: 			1-2 sentences giving general design 

Population: 	         State numbers for each specific group; Example: 
1) 525 adolescent 12-17 years
2) 10 IDIs with key staff at Adolescent Friendly Health clinic

Study Duration:		State approximate duration of study:  Example: 
				27 months from IRB approval to primary data analysis


Primary Objective:	Copy from protocol


Sampling :          What sample size calculations were done to determine the number of subjects?



Analysis Plan: 



Dissemination : 



Study Sites:  Click here to enter text.	

[bookmark: _Toc58818890][bookmark: _Toc60193103][bookmark: _Toc60195133][bookmark: _Toc60200981]
Quant./Qual_Name of Document, Title of Study, Version #. #, Date			      	Page [#]

1. [bookmark: _Toc42589023][bookmark: _Toc53202890][bookmark: _Toc62541212][bookmark: _Toc349740148]This research includes the following activities (check all that apply):
	☐  Review of existing clinical/medical records, data, pathological specimens
	☐  Minors 

	☐   Assessments – interviews, surveys, educational tests 
	☐  Pregnant women 

	☐   Focus Group Discussions 
	☐   Prisoners 

	☐   Collection of biological specimens 
	☐   Hidden or stigmatized or otherwise vulnerable populations

	☐   Storage of specimens for future research
	☐   Clinical procedures 

	☐   Approved drugs/devices
	☐   Testing for HIV, STI, and other communicable diseases

	☐   Experimental drugs/devices
	☐   Pre-Test of communication materials


	☐   Opinion poll



2. Screening and Recruitment: Describe how, where, when, and by whom all participant group(s) will be (a) approached, (b) screened, and (c) recruited for participation in the study. 
	Click here to enter text.



	ALL recruitment materials and screening documents (scripts, flyers, advertisements, etc.) must be submitted with this application. 



Check which type(s) of recruitment method(s) will be used in this study. 
	☐ By the Study Team 		☐ Use of Media (e.g., newspapers, flyers, posters, etc.)
	☐ By Telephone			☐ Use of a Contracted or Recruitment Agency
	☐ Other, specify:   Click here to enter text.



3. What types of personal information would be collected? 
	Click here to enter text.



Check which type(s) of personal information would be recorded in this study. 
	☐ Name of respondent			☐ Demographic Details
	☐ Telephone/mobile No.                      		☐ Address
	☐ Other, specify:Click here to enter text.

4. Please check all that apply in this study 
	☐ Photography of respondent
	☐ Voice Recording of interview
	☐ Recording of Geo-spatial information (Longitude/Latitude)
	☐ Other, specify:   Click here to enter text.
 

5. Discuss how the research procedures are not exposing participants unnecessarily to risk.
	Click here to enter text.



6. What additional safeguards have been included in the recruitment and study procedures to protect the rights and welfare of any participant group(s) who are likely to be vulnerable to coercion or undue influence?
	Click here to enter text.



7. Summarize anticipated risks to all participant groups and describe the measures being proposed to minimize the risk.  Consider and list the following for each participant group(s):

(1) Psychological and social harm risks (e.g., emotional distress, loss of confidentiality, stigmatization) 
(2) Economic harm (e.g., loss of employment, professional standing or reputation within the community) 
(3) Legal risks (e.g., disclosure of illegal activity, negligence or abuse) 
(4) Physical side effects, pain and/or physical injury resulting from participation in the research.

	Click here to enter text.



8. Summarize the benefits, if any, for each participant group(s) and/or the study community.
	Click here to enter text.



9. What provisions have been made to protect the privacy of each participant group and to maintain the confidentiality of the data?
	Click here to enter text.



10. Are medical or psychological resources available that participants might require as a consequence of their participation in the research?  If so, please describe:
	Click here to enter text.



11. Informed Consent Process: 
a. Are you applying for a waiver to alter some or all of the elements of informed consent, or waive the requirements to obtain informed consent? If so, ALL four criteria listed below must be met. 
Please confirm each of the four criteria listed below are applicable to your research by checking the box next to the item. 
☐  (1) the research involves no more than minimal risk to the subjects;
☐  (2) the waiver or alteration will not adversely affect the rights and welfare of the subjects;
☐  (3) the research could not practicably be carried out without the waiver or alteration; and,
☐  (4) whenever appropriate, the subjects will be provided with additional pertinent information after participation.

Written justification for each of the four criteria noted above must be provided below. Identify the participant group(s) for which this waiver applies and specify which required elements of informed consent you are applying to have waived. 
	Click here to enter text.



b. Will the informed consent form be signed by the participant or their legally authorized representative?
☐ Yes		☐ No (If No, please justify) 
☐ 	Some participant group(s) will sign the consent form, and some will not. (If this condition applies, list the participant group(s) below who will NOT be asked to sign and complete the Waiving Documentation section below). 
	Click here to enter text.




12. What language do the participants speak?
	Click here to enter text.



13. List which research documents will be translated into the participants’ language. 
	Click here to enter text.



	Consent forms must be translated into the spoken language. Copies of the translated informed consent forms with a statement attesting to the “Accuracy of the Translation” must be submitted prior to study initiation.



14. Compensation:

	Will participants receive inducements/compensation/remuneration for their participation?
	☐ Yes	☐ No   If yes:
i. Please describe all inducements to participate, monetary or non-monetary. If a token of appreciation, describe the token (e.g., soap/gift etc.).
ii. Describe how the amount of compensation was determined and provide its’ relative local value (e.g. the cost of a lunch; transportation to and from study):
	Click here to enter text.



15. Dissemination and use of study findings
· Briefly describe how results will be disseminated and how they will be used.
· What are the plans for investigators and funder to communicate results to government officials, other stakeholders, and to the communities of interest?   
· Plans should include whether there will be any local meetings to disseminate results and other possible forms of dissemination including conferences and written materials such as study briefs, reports or papers for publication. 

Click here to enter text.

16. [bookmark: _Toc349740151]Attachments (Check all these apply)
	☐  Standard Application
	☐ Protocol 

	☐   Informed Consent Form 
	☐ Translation Certification

	☐   Data Collection Tools 
	☐ Ethics Certificate 

	☐   Official Approval 
	☐  CVs of PI/Co-PIs



	17. Administrative Checklist

	

	☐  Checked that all documents are final (Please make sure documents are not draft or in track-change mode)
	

	☐ Checked that footer in all documents mentioned: Name of the document, Title of the project, , version number, date and page number in X of Y form
	

	☐ Checked Translation certificate to match footer in original version and translated version. 
	

	☐  Clearly articulated possible risks involved in this study and provided risk mitigation measures
	



Name of PI:________________________________________________

Signature of PI:_____________________________________________

Date: _________________
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