Extra Consent Reviewer Checklist   Name of consent: _ FORMTEXT 

     _____________________________________
Reviewer initials:              Protocol HIC number:      
ONLY Complete Reviewer Checklist for Consent/ Assent form and/or Information Sheet:

· if applicable, only for any sections that were revised or added with the amendment 
OR 
· if the Consent/Assent form or Information Sheet is new, the entire checklist must be completed.

	
	Requirements of Informed Consent/Information Sheet (complete only for changes made)
	Yes
	No
	NA
	Reviewer’s Response/Comments

	1.
	A statement that the study involves research
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	     

	2. 
	An explanation of the purposes of the research. 


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMTEXT 

     

	3. 
	 Consent document begins with a clear and concise presentation of “Key Information”
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMTEXT 

     

	4. 
	An explanation of the expected duration of the participant’s participation. 


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMTEXT 

     

	5. 
	A description of the procedures to be followed.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMTEXT 

     

	6. 
	Identification of any procedures that are experimental. (May be omitted if there are none.)

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMTEXT 

     

	7. 
	A description of any reasonably foreseeable risks or discomforts to the participant. 
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	 FORMCHECKBOX 

	 FORMTEXT 

     

	8. 
	A description of any benefits to the participant or to others, which may reasonably be expected from the research. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMTEXT 

     

	9. 
	A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the participant. 
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	 FORMCHECKBOX 

	 FORMTEXT 

     

	10. 
	A statement describing the extent, if any, to which confidentiality of records identifying the participant will be maintained. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMTEXT 

     

	11. 
	A statement that notes the possibility that the FDA, &/or

OHRP, WSU, DMC, KCI may inspect the records. 

(May be “N/A” if Information Sheet is being used)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMTEXT 

     

	12. 
	An explanation as to whether compensation is available if injury occurs and if appropriate the WSU indemnification clause. 

IF N/A go to Q#13
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMTEXT 

     

	13. 
	If compensation is available when injury occurs, an explanation as to what it consists of or where further information may be obtained. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMTEXT 

     

	14. 
	An explanation as to whether any medical treatments are available if injury occurs. 

IF N/A go to Q#15
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMTEXT 

     


	
	Requirements of Informed Consent/ Information Sheet 

(complete only for changes made)
	Yes
	No
	NA
	Reviewer’s Response/Comments

	15. 
	If medical treatments are available when injury occurs, an explanation as to what it consists of or where further information may be obtained. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMTEXT 

     

	16. 
	An explanation of whom to contact for answers to pertinent questions about the research. 


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	


	17. 
	An explanation of whom to contact for answers to pertinent questions about the research participants’ rights. 


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	18. 
	An explanation of whom to contact (usually the PI) in the event of a research-related injury to the participant. 


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	19. 
	A statement that participation is voluntary. 


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	 FORMTEXT 

     

	20. 
	A statement that refusal to participate will involve no penalty or loss of benefits to which the participant is otherwise entitled. 
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	
	 FORMTEXT 

     

	21. 
	A statement that the participant can discontinue participation at any time without penalty or loss of benefits to which the participant is otherwise entitled. 
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	
	 FORMTEXT 

     

	22. 
	A statement that the particular treatment or procedure may involve risks to the participant, which are currently unforeseeable. (Look for when research involves investigational drugs/devices, novel procedures involving risk, or where a goal of the research is to define safety.)


	 FORMCHECKBOX 


	 FORMCHECKBOX 


	 FORMCHECKBOX 


	

	23. 
	A statement that the participant’s biospecimens may be used for commercial profit and whether the participant will or will not share in this commercial profit
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	 FORMCHECKBOX 


	 FORMTEXT 

     

	24. 
	 A statement regarding whether clinically relevant research results, including individual research results will be disclosed to participants, and if so, under what conditions
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	 FORMCHECKBOX 


	 FORMTEXT 

     

	25. 
	For research involving biospecimens, whether the research will (if known) or might include whole genome sequencing (i.e. sequencing of a human germline or somatic specimen with the intent to generate the genome or exome sequence of that specimen)
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	 FORMCHECKBOX 


	 FORMTEXT 

     

	26. 
	A statement that if the participant is or becomes pregnant, the particular treatment or procedure may involve risks to the embryo or fetus, which are currently unforeseeable. (Look for when the research involves pregnant women or women of childbearing potential, and the effect of the procedures have not been evaluated in pregnancy or a goal of the research is to define safety in pregnancy.)


	 FORMCHECKBOX 


	 FORMCHECKBOX 


	 FORMCHECKBOX 


	

	27. 
	Anticipated circumstances under which the participant’s participation may be terminated by the investigator without regard to the participant’s consent. (Look for when the protocol mentions this as a possibility.)


	 FORMCHECKBOX 


	 FORMCHECKBOX 


	 FORMCHECKBOX 


	

	28. 
	Any additional costs to the participant that may result from participation in the research. (Look for when additional costs are expected.)


	 FORMCHECKBOX 


	 FORMCHECKBOX 


	 FORMCHECKBOX 


	

	
	Requirements of Informed Consent/ Information Sheet 

(complete only for changes made)
	Yes
	No
	NA
	Reviewer’s Response/Comments

	29. 
	The consequences of a participant’s decision to withdraw from the research. (Look for when withdrawal from the research will have adverse consequence.)


	 FORMCHECKBOX 


	 FORMCHECKBOX 


	 FORMCHECKBOX 


	

	30. 
	Procedures for orderly termination of participation by the participant. (Look for when such procedures are part of the protocol.)


	 FORMCHECKBOX 


	 FORMCHECKBOX 


	 FORMCHECKBOX 


	

	31. 
	A statement that significant new findings developed during the course of the research which may relate to the participant’s willingness to continue participation will be provided to the participant. (Look for on long-term clinical trials.)

	 FORMCHECKBOX 


	 FORMCHECKBOX 


	 FORMCHECKBOX 


	

	32. 
	The approximate number of participants involved in the study, if this has changed.
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	 FORMCHECKBOX 


	

	33. 
	If compensation was offered and has now been removed, a statement added similar to “Compensation will not be provided.”
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	 FORMCHECKBOX 


	

	34. 
	When research is now approved for cognitively impaired adults or children, a signature line for the parent(s) is added to the consent form.
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	 FORMCHECKBOX 


	

	35. 
	VA Research Requirements: 

The VA informed consent must be used.

A statement that in the event of a research-related injury the VA had to provide necessary edical treatment to a participant injured by participation.

A statement that a veteran-participant would not be required to pay for care received as a participant in a VA research project except in accordance with federal law and that certain veterans were required to pay co-payments for medical care and services provided by VA.


	 FORMCHECKBOX 

 FORMCHECKBOX 


	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMTEXT 

     
 FORMTEXT 
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