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APPLICATION FORM FOR INITIAL REVIEW OF A SUB-STUDY
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

	1. Parent study linkage

	1.1 Parent study title (please provide the full title and, if applicable, the short title or acronym) *
	



	1.2 Parent study IEC/IRB approval number *
	



	1.3 Principal Investigator (PI) of the parent study *
	



	1.4 Current approval status and date of approval for parent study
(e.g. Approved and ongoing; Sangath IRB approval no. SIRB/2025/123 dated 15 January 2025 (continuing review approved on 10 January 2026)) *
	



	1.5 Was this sub-study pre-planned as part of the parent study protocol, or is it being newly proposed? *
	

	1.6 Has the funder of the primary study been informed about the proposed sub-study? If yes, provide details of the communication and any requirements or approvals specified by the funder *
	




	2. Nature and methods of sub-study

	2.1 What is the scientific rationale for the proposed sub-study? (suggested word limit – 500) *

	




	2.2 What is the justification for seeking a separate IEC/IRB review for this sub-study? (suggested word limit – 300) *

	




	2.3 Please briefly describe the study design and methodology of the proposed sub-study (suggested word limit – 500) *

	




	2.4 How does the methodology of the proposed sub-study differ from that of the parent study, if at all? (suggested word limit – 500) *

	







	3. Additional participant involvement

	3.1 Does the proposed sub-study involve any additional participant visits or increase the time burden beyond that of the parent study? If yes, please provide details (suggested word limit – 500) *

	




	3.2 Does the proposed sub-study involve the collection of any additional biological samples or data beyond those specified in the parent study protocol? If yes, please provide details (suggested word limit – 500) *

	






	4. Consent

	4.1 Was the proposed sub-study covered under the informed consent obtained for the parent study? (suggested word limit – 300) *

	



	4.2 Will participants be required to provide re-consent for the proposed sub-study? If yes, please provide details, including the rationale for re-consent, the information that will be shared with participants, the process and timing of obtaining re-consent, and how re-consent will be documented  (suggested word limit – 300) *

	



	4.3 If a waiver of consent/re-consent is being requested, please justify (suggested word limit – 300) *

	






	5. Incremental risk assessment

	5.1 Does the proposed sub-study involve any risks to participants beyond those identified in the parent study? If yes, please provide details (suggested word limit – 500) *

	




	5.2 Are any additional safeguards required to protect participants in the proposed sub-study? If yes, please provide details (suggested word limit – 500) *

	







	6. Data/sample use

	6.1 Will the proposed sub-study use existing samples/data collected under the parent study, or will it involve new sample and/or data collection? (suggested word limit – 500) *

	




	6.2 How will data/sample linkage be managed, and what measures will be implemented to ensure confidentiality? (suggested word limit – 500) *

	






	7. Impact on parent study

	7.1 Can participants decline participation in the proposed sub-study and continue their participation in the parent study without any penalty or loss of benefits? (suggested word limit – 300) *

	



	7.2 Will the proposed sub-study have any impact on the conduct or implementation of the parent study protocol? If yes, please provide details (suggested word limit – 500) *

	






	8. Study team and supervision  

	8.1 Is the study team for the proposed sub-study the same as the study team approved for the parent study?
☐ Yes
☐ No
If no, please describe the changes in the study team and provide details of the roles and responsibilities of the new or additional team members (suggested word limit – 200) *


	

	8.2 Describe the training and supervision plan for the study team, including training in study-related procedures and ethical considerations. For sub-studies led or conducted by students or early-career researchers, provide details of the supervision arrangements and the support that will be available throughout the study (suggested word limit – 500) *

	



	





	10. Supporting documents *

	1
	Parent study protocol
	☐ Yes ☐ No 
If no, please explain why 

	2
	Parent study IEC/IRB approval letter
	☐ Yes ☐ No 
If no, please explain why

	3
	Parent study participant information sheet and informed consent form
	☐ Yes ☐ No 
If no, please explain why 

	4
	Data collection tools/questionnaires/interview guides (if applicable)
	☐ Yes ☐ No 
If no, please explain why

	5
	Proposed participant information sheet and informed consent form/re-consent form (if applicable)
	☐ Yes ☐ No 
If no, please explain why

	6
	Approval or permission from the parent study Principal Investigator (if applicable)
	☐ Yes ☐ No 
If no, please explain why

	7
	Approval from the funding agency/sponsor for the proposed sub-study (if applicable)
	☐ Yes ☐ No 
If no, please explain why

	8
	HMSC approval/permission (where applicable)
	☐ Obtained ☐ Pending ☐ Not applicable 

	9
	Other (please specify)
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