Ethics Submission Checklist
A serious REC/IRB readiness checklist for protocols, consent forms, tools, and submission packs.
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	Caution and confidentiality: Do not share raw datasets, transcripts, participant identifiers, medical records, confidential institutional documents, or sensitive field notes through public templates.





	Domain
	Item
	Yes
	No
	Needs Work
	Notes/Action Needed

	Protocol completeness
	The protocol has a clear title, background, objectives, methods, ethics, and references.
	[ ]
	[ ]
	[ ]
	

	Protocol completeness
	The protocol is consistent with all attached forms and tools.
	[ ]
	[ ]
	[ ]
	

	Consent/assent forms
	Consent forms explain purpose, procedures, risks, benefits, confidentiality, and voluntariness.
	[ ]
	[ ]
	[ ]
	

	Consent/assent forms
	Assent and guardian consent are included where applicable.
	[ ]
	[ ]
	[ ]
	

	Recruitment process
	Recruitment procedures are clearly described and non-coercive.
	[ ]
	[ ]
	[ ]
	

	Participant eligibility
	Inclusion and exclusion criteria are clear.
	[ ]
	[ ]
	[ ]
	

	Risks and benefits
	Potential risks are identified and mitigation steps are described.
	[ ]
	[ ]
	[ ]
	

	Risks and benefits
	Benefits are not overstated.
	[ ]
	[ ]
	[ ]
	

	Confidentiality
	Identifiable information is minimized and protected.
	[ ]
	[ ]
	[ ]
	

	Data protection
	Data collection, storage, access, sharing, and retention are described.
	[ ]
	[ ]
	[ ]
	

	Storage and access
	Data custodians and access permissions are named by role.
	[ ]
	[ ]
	[ ]
	

	Vulnerable populations, if applicable
	Additional protections are described where applicable.
	[ ]
	[ ]
	[ ]
	

	Permissions/letters
	Site permissions, institutional letters, or partner letters are included where required.
	[ ]
	[ ]
	[ ]
	

	Tools and appendices
	Questionnaires, guides, recruitment scripts, and other tools are attached.
	[ ]
	[ ]
	[ ]
	

	Compensation/reimbursement
	Payments or reimbursements are explained and justified.
	[ ]
	[ ]
	[ ]
	

	Distress/adverse event response, if applicable
	Referral, distress, or adverse event procedures are described where applicable.
	[ ]
	[ ]
	[ ]
	





Missing document tracker
	Required document
	Available?
	Responsible person/team
	Notes

	Protocol
	
	
	

	Consent form
	
	
	

	Assent form, if applicable
	
	
	

	Recruitment script
	
	
	

	Data collection tools
	
	
	

	Site permission letter
	
	
	

	CVs or investigator profiles
	
	
	

	Budget or funding statement
	
	
	



Final submission pack checklist
	Item
	Included
	Notes

	Signed application form
	[ ]
	

	Protocol
	[ ]
	

	Consent/assent documents
	[ ]
	

	Tools and appendices
	[ ]
	

	Permission letters
	[ ]
	

	Investigator CVs/profiles
	[ ]
	

	Data protection or management plan
	[ ]
	

	Payment/proof of submission fee, if required
	[ ]
	



	Disclaimer: This checklist improves ethics-readiness but does not guarantee REC/IRB approval.
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