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UNIVERSITY RESEARCH ETHICS REVIEW COMMITTEE
Click or tap here to enter text.

INFORMED CONSENT FORM CHECKLIST

	INSTRUCTIONS TO THE PRINCIPAL INVESTIGATOR/ RESEARCHER:
	Please indicate in the space provided below whether or not the specified element is addressed by the Informed Consent Form (ICF). To facilitate the evaluation of the assessment point, indicate the page and paragraph where this information can be found.


	INSTRUCTION TO THE PRIMARY REVIEWER:
	Please evaluate how the elements outlined below have been appropriately addressed by the Informed Consent Form (ICF), as applicable by confirming the submitted information and putting your comments in the space provided under “REVIEWER COMMENTS.” In your comments, ensure that vulnerability, recruitment process, and process of obtaining informed consent are always assessed in the context of the study protocol and the participant. Finalize your review by indicating your conclusions under “RECOMMENDED ACTION” and signing in space provided for the primary reviewer.



	This section is to be filled out by the principal investigator or researcher

	CLSU-ERC Code
	Type your ERC Code here

	Proponent
	Type the name of the proponent (s) here
	Institution
	Choose an item.
	Is it necessary to seek the informed consent of the participants?
	Yes
	No
	If no, provide explanation below:



	
	☐	☐	



	Guide Questions for Reviewing the submitted Informed Consent Form (ICF). The principal investigator/researcher should address all these items to ensure participants have a clear understanding of the study's purpose, procedures, risks, benefits, privacy arrangements, and rights. 
	This column is to be filled out by the principal investigator or researcher
	This column is to be filled out by the reviewer

	
	Yes
	No
	Not Applicable
	REVIEWER COMMENTS

	Are the following clearly stated in the ICF?
	
	
	
	

	· Purpose of the study
	☐	☐	☐	

	· Procedures to be carried out (FGD, interview, questionnaire, etc) and description on how it will be conducted
	☐	☐	☐	

	· Alternative treatments/ procedures (if any)
	
	
	
	

	· Explanation why participant was selected to participate in the study
	☐	☐	☐	

	· Voluntary participation statement
	☐	☐	☐	

	· Duration of participation
	☐	☐	☐	

	· Risks/inconveniences and safeguards and plans to mitigate them
	☐	☐	☐	

	· Benefits to the participants
	☐	☐	☐	

	· Compensation/benefits and/or medical treatments in case of injury
	☐	☐	☐	

	· Extent of confidentiality
	☐	☐	☐	

	· Data management (storage, retention, disposal, etc)
	☐	☐	☐	

	· Right to refuse or withdraw 
	☐	☐	☐	

	· Contact information for pertinent questions and/or for assistance in a research-related injury
	☐	☐	☐	

	· Is the ICF written or presented in simple language that target participants can understand? 
	☐	☐	☐	

	· Does the ICF include a certificate of consent to indicate participants are informed and voluntarily signify their participation in the study and the researchers have discussed the ICF to the participants?  
	☐	☐	☐	

	· Do you have any other concerns?
	☐	☐	☐	

	This section is to be filled out by the reviewer

	RECOMMENDED ACTION
	 Approved

	
	 Minor revisions required (see reviewer comments)	

	
	 Major revisions required (see reviewer comments)	

	
	 Disapproved (State reasons below) 




	Name and Signature of Reviewer
	

	Review Date
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