Yenepoya Ethics Committee-2
Vulnerability Checklist for Patients with Terminal Illness
Note to PI: Terminally ill patients are considered vulnerable participants due to their physical and psychological condition, potential dependency on caregivers, and possible lack of alternative treatment options. Ethics committees must ensure that research protocols include sufficient safeguards for their protection. This checklist helps researchers refine their protocols and assists ethics committees in systematic review. Filling out this checklist will help researchers in strengthening the research protocol, and ethics committees to review this study more systematically. Principal Investigators are requested to provide their responses in this checklist in an honest and forthright manner.
Checklist for Research Involving Patients with Terminal Illness
	
	Checklist item for the PI to fill before submission (information provided here should also clearly and unambiguously reflect in the methodology, participant information sheet and informed consent form)


	1
	YEC-2 Protocol No.
	

	2
	Title:
	

	3
	Name of the PI
	

	4
	Department
	

	5
	Type of study: Clinical trial/social science
study/observational study
	


	No.
	Checklist Item
	Yes (Y)
	No (N)
	Not Applicable (NA)

	1
	Is the recruitment of terminally ill patients justified based on the study’s rationale and objectives?
	
	
	

	2
	Is the study designed to provide a direct benefit to participants (e.g., pain relief, symptom management, or psychological support)?
	
	
	

	3
	If no direct benefit exists, is the risk minimal, and is participation justified by potential benefits to future patients?
	
	
	

	4
	Have all alternative study designs been explored to minimize burden on terminally ill patients?
	
	
	

	5
	Is there a process to assess the patient’s ability to give informed consent?
	
	
	

	6
	Will legally authorized representatives (LARs) provide consent if the patient is unable to do so?
	
	
	

	7
	Is there a plan to ensure that the patient’s participation remains voluntary and free from coercion (e.g., from family or healthcare providers)?
	
	
	

	8
	Have additional safeguards been included to protect the patient’s dignity and privacy?
	
	
	

	9
	Will palliative care and symptom management continue regardless of participation in the study?
	
	
	

	10
	Are there measures to assess and address emotional and psychological distress?
	
	
	

	11
	Has the study ensured that financial or other inducements do not unduly influence participation?
	
	
	

	12
	Will study procedures avoid unnecessary discomfort and align with the patient’s end-of-life care plan?
	
	
	

	13
	If applicable, have issues of advance directives, do-not-resuscitate (DNR) orders, or other patient preferences been addressed?
	
	
	

	14
	Are there clear guidelines for withdrawing participants if their condition deteriorates?
	
	
	

	15
	Is there a plan for continuity of care or referral after study participation ends?
	
	
	

	16
	Will the research team include palliative care specialists or patient advocates?
	
	
	




For the Principal Investigator
Tick the applicable risk-benefit assessment columns:
	Risk Determination
	Benefit Assessment
	YEC-2 Action

	Minimal risk
	Direct benefit to participant
	Approve

	Minimal risk
	No direct benefit
	Case-based approval

	Greater than minimal risk
	Potential benefit to participant
	Approve

	Greater than minimal risk
	No direct benefit, but contributes new knowledge
	Case-based approval



Signature of Principal Investigator: _______________________
Date: _______________________
	For YEC-2 Office Use Only

	Comments from Primary Reviewer:

	

	Primary Reviewer Signature & Date:

	




