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APPLICATION FORM FOR INITIAL REVIEW
General Instructions:  
a) Use at least 12-point font (Calibri Body or Times New Roman)
b) * Refers to a mandatory section
c) Write ‘N/A’ if a section does not apply to the study  
d) Attach additional sheets if required

Section A – Basic Information
	1. Administrative Details



	1.1 Full Project Title*
	

	1.2 Short title/Acronym (if any) 

	



	1.3 Date of Submission (DD.MM.YYYY) *
	

	1.4 Type of Review Requested*
(Tick one or more as applicable)
	☐Exemption from Review
☐Expedited Review
☐Full Committee Review

	1.5 Brief justification for expedited review or exemption from review request 
	

	1.5 Proposed duration of the Study 
(e.g. Apr 2025 to Feb 2026) *
	

	1.6 Partnering Organisation (Name and Address) *
	

	1.7 Have you received approval from Sangath’s Executive Council (EC) for this proposal? *
	☐Yes
☐No

Please justify in case of ‘No’: 

	1.8 Have you paid the IRB Review Fee *
	☐Yes
☐No

Please explain when you will pay in case of ‘No’: 



	1.9 Details of the Investigator *

	Name
	Designation & Qualification
	Department & Institution
	Address for Communication
(Telephone & Email ID)

	
Lead Sangath-Based Investigator/Guide

	
	
	
	

	
Other Principal Investigator/Guide

	
	
	
	

	
	
	
	

	Co-Investigator/Student/Fellow

	
	
	
	



	2. Funding and Budgetary Details



	2.1 Type of Funding *
	☐Government Funding
☐Corporate
☐Philanthropic / Nonprofit Funding
☐Multilateral & International Organisations
☐Academic / Institutional Funding
☐Self-funding 
☐Crowdsourcing 
☐Contract Research / Consultancy


	2.2 Funder’s Name and Address *
	



	2.3 Please indicate the current funding status of the study (e.g., funded, funding pending, or not yet funded)
	



Section B – Research Related Information
	3. Overview of Research

	3.1 Lay description of the research study *
Summarise in the simplest possible way such that a person with no prior knowledge of the subject can easily understand it (suggested word limit - 300)

	









	3.2 What are the specific aims and objectives of the proposed research (suggested word limit -200) *

	




	3.3 Where will the research activities take place? (List all sites) (suggested word limit - 100) *

	



	3.4 Type of Study (select all that apply) *
	☐Qualitative 
☐Quantitative
☐Mixed Methods
☐Randomised Controlled Trial
☐Observational
☐Cross-sectional 
☐Longitudinal 
☐Systematic Review
☐ Other (please specify)


	3.5 Sample size/number of participants (as applicable) *
	At site: __________
In India:  ________
Globally: ________

	
	
Control group: _______
Study group: ________

	

	3.6 Justification for the sample size chosen; In case of a qualitative study, mention the criteria used for saturation(e.g., no new themes, codes, or relevant information emerging during analysis) (suggested word limit - 100) *

	




	3.7 Is there an external laboratory/ outsourcing involved for investigations? 
If participant samples are sent outside for investigations, provide details of the same and attach relevant documentation such as an MTA/ MoU, etc. (suggested word limit - 250)

	







Section C – Participant Related Information
	4. Recruitment and Research participants

	4.1 Participant groups (List all the types of participant groups who will be engaged with in the research study) *

	



	4.2 List all the vulnerable populations who will be engaged with in the proposed research study (e.g. migrant workers, adolescents, pregnant women, etc.) *

	




	4.3 Describe the inclusion and exclusion criteria for each of the participant categories with appropriate justification (suggested word limit - 250) *

	









	4.4 Please describe who will do the recruitment and what methods/procedures will be adopted to recruit participants (suggested word limit 250 words) *

	






	5. Benefits and risks

	5.1 Please describe any potential risks or discomforts participants may experience. Address each participant group separately, if applicable (suggested word limit - 300) *
Examples: Physical risks (e.g., injury, fatigue); Psychological risks (e.g., stress, discomfort); Social or reputational risks; Legal or financial risks; Privacy or confidentiality risks.

	




	5.2 How would you categorise the overall level of risk for this study, and why? (suggested word limit - 300) *
· Less than Minimal Risk: No foreseeable harm or discomfort.
· Minimal Risk: Risks comparable to those encountered in everyday life.
· Minor Increase over Minimal Risk (Low Risk): Slightly above everyday risks, but limited in impact.
· More than Minimal Risk (High Risk): Risks that are significant in likelihood or severity (e.g., notable physical, psychological, social, or legal harm).

	




	5.3 Describe the team’s plan to minimise and manage risks?  (suggested word limit - 500) *

	




	5.4 Describe the plan for identifying, documenting, managing, and reporting adverse events (AEs) and serious adverse events (SAEs), where applicable. Include the procedures and timelines for reporting SAEs to the Institutional Review Board and other relevant authorities, as applicable. (suggested word limit - 300)

	




	5.5 What are the potential benefits to participants and/or the community? (suggested word limit 300) *

	




	5.6 Will there be any reimbursement/ remuneration/incentive provided? If yes, specify the amount, method and justification (suggested word limit - 300) *

	




	5.7 What are your plans for disseminating the findings of this study, including how results will be shared with participants and/or their communities? (suggested word limit - 300) *

	







	6. Informed Consent

	6.1 How will informed consent and/or assent be obtained from each participant group, and from a Legally Authorised Representative (LAR) where applicable? (suggested word limit – 300) *

	



	6.2 Who will be involved in administering informed consent (suggested word limit – 200) *

	



	6.3 Will any data be collected from individuals who decline to provide consent? If yes, please describe what data will be collected and justify why (suggested word limit – 300) *

	



	7. Storage and confidentiality

	7.1 How will participants’ privacy and confidentiality be protected during data collection and throughout the study? Please describe the procedures in place (suggested word limit - 300 words) *

	





	7.2 Will any identifiable data be obtained as part of this study? If yes, please describe the types of identifiers and the measures to be taken to safeguard the data and restrict access (suggested word limit - 300) *

	




	7.3 Who will be maintaining the data about the study? (suggested word limit - 300) *

	



	7.4 Where will the data be analysed (e.g. a data entry room, a protected computer etc.) and by whom? (suggested word limit - 300) *

	



	7.5 For how long will the data be stored? *

	



	7.6 Do you propose to use stored data in future studies? If yes, explain how you might use stored material/data in the future. (suggested word limit - 300) *

	



	7.7 Describe the data and safety monitoring plan (suggested word limit - 300) *

	



	 7.8 What measures will be in place to protect participant confidentiality and address any breaches? Describe any limitations to the confidentiality measures proposed, and how and to whom information about such breaches will be communicated.  (suggested word limit - 300) *

	






	8. Research Team

	8.1 Describe the investigators’ relevant research experience and skills, including their experience conducting research at the study location(s), familiarity with the local research context, and any existing partnerships that will support the study (suggested word limit - 500) *

	




	8.2 Describe the training and supervision plan for the study team, including how team members will be adequately trained and supported in study-related procedures and ethical considerations. If the applicant is an early-career researcher or student, provide details of the supervision arrangements, including the frequency and nature of supervision (suggested word limit - 500) *

	






	8.3 Please describe any conflict of interest any of the Lead Investigators or the Research Team might have (e.g., financial interests, personal or professional relationships with participants, institutional interests, dual roles, or other interests that may influence or be perceived to influence the conduct of the research)  (suggested word limit - 300) *

	





	9. Other details

	9.1 Which approvals or permissions with collaborating institutions/governments, individuals, and other ethics committees are required? Which of these approvals or permissions are currently in place? What is the timeline for these approvals? (suggested word limit - 500)

	



	9.2 Please provide any additional information or comments that you consider relevant to this application (suggested word limit - 300)

	






	10. Supporting documents *

	1
	Reference list (for any research cited above)
	☐ Yes ☐ No 
If no, please explain why 

	2
	Participant Information sheet

	☐ Yes ☐ No 
If no, please explain why

	3
	Consent/Assent forms 
	☐ Yes ☐ No 
If no, please explain why 

	4
	Study tools (including questionnaires, interview guides)
	☐ Yes ☐ No 
If no, please explain why

	5
	CVs of Investigator Team
	☐ Yes ☐ No 
If no, please explain why

	6
	EC clearance of other centers

	☐ Yes ☐ No 
If no, please explain why

	7
	Agreement between collaborating partners
	☐ Yes ☐ No 
If no, please explain why

	8
	MTA between collaborating partners
	☐ Yes ☐ No 
If no, please explain why

	9
	Advertisement/material to recruit participants (fliers, posters etc)
	☐ Yes ☐ No 
If no, please explain why

	10
	Registration at CTRI
	☐ Yes ☐ No 
If no, please explain why

	11
	HMSC approval/permission (where applicable) 
	☐ Obtained ☐ Pending ☐ Not applicable 

	12
	Other (please specify)
	





End of the document
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