WSIRB Consent Form Checklist
(Online template: http://www.dshs.wa.gov/sesa/human-research-review-section/wsirb-member-handbook)

Reviewer Name:      
 Project #:      
Board Meeting Date:      
	Element Present?
	

	Yes
	No 
	N/A
	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Provides researchers’ names, positions, affiliations, and contact information.       


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Provides toll-free or collect phone number.       


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Identifies study sponsor (for funded research).       



	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	For student research, explicitly states that research is being conducted to fulfill

academic requirements, and identifies the institution and program.        


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	States explicitly that the study involves research.*       


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	States that study participation is voluntary and subjects may refuse to participate or withdraw at any time without penalty or loss of services/benefits to which they are

otherwise entitled.*       


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Provides an adequate explanation of the purposes of the research.*       


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Explains why/how subject was selected for study recruitment.       


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Provides an adequate description of study procedures.*       


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Identifies any research procedures that are experimental.*       


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Distinguishes between research procedures and routine/standard care.       


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Provides verbatim examples of the most sensitive questions insurveys/interviews.     


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Explains randomization, if applicable.        


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Provides an estimate of the time required for each study encounter.      


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Describes the expected duration of the subjects’ participation.*       


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Describes the confidential records needed for the research.       


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Includes language to obtain valid authorization for use & disclosure of confidential records.      


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Describes any reasonably foreseeable risks and discomforts to subjects (physical, psychological, emotional, social, economic).*       


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Explains how risks will be minimized.       


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Explains how risks will be minimized.       

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Describes any anticipated benefits to subjects or others*       


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Explicitly states if there are no benefits to individual subjects.       


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Discloses appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject*       


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Describes the extent, if any, to which confidentiality of records identifying the subject will be maintained.*       


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Describes procedures for protecting the confidentiality of study information.       


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Specifies who will have access to identifiable study information.       


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Specifies when identifiers and/or identified data will be destroyed.       


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Explains whether and how subjects will be compensated for their time and inconvenience.       


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	For research involving more than minimal risk, provides an explanation as to whether any compensation and medical treatments are available in the event of a research related injury, what they consist of, and whom to contact.*       


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Identifies who to contact for answers to pertinent questions about the research and research subjects’ rights and who to contact in the event of a research-related injury to the subject.*       


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	States that the subject may call the Washington State Institutional Review Board at 1-800-583-8488 if they have questions about their rights as research subjects.       


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	When appropriate, states that information about suspected abuse/neglect of

children and/or dependent adults, or threats of harm to self or others, will be reported, and describes plans for reporting.*       


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	When appropriate, explains plans to report notifiable condition(s) under WAC 246-101, specifies the condition(s) to be reported, and entity to which they would be reported.       


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	When appropriate, discloses that a particular treatment or procedures may involve unforeseeable risks and discomforts to the subject (or to embryo/fetus if subject is pregnant).*       


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	When appropriate, discloses that a particular treatment or procedures may involve unforeseeable risks and discomforts to the subject (or to embryo/fetus if subject is pregnant).*       


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	When appropriate, describes circumstances under which subject’s participation 

may be terminated by the investigator without regard to their consent.*       


	
	
	
	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	When appropriate, specifies any additional costs to the subject that may result form participation in the research.*        


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	When appropriate, explains the consequences of a subject’s decision to withdraw from the research and procedures for the orderly termination of study participation.       


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	When appropriate, states that significant new findings, related to the subject’s 

willingness to continue participation will be provided to subject.*       


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	When appropriate, states the anticipated number of subjects involved in the study.*     


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	The reading level and language(s) are appropriate for the intended subject population.*      


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	There is no exculpatory language.*      
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