Non-Scientist Reviewer’s Consent Form Review Checklist

IRB-HSR #      
Reviewer:      
Investigator:       

Sponsor:      
Date of Meeting:      _________________

_________________________________________________________________________

Purpose of Study 
     
If you met the criteria for this study would you enroll?
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Explain      
If your incapacitated family member met the criteria for this study, would you enroll them?

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Explain       
Use of Minors:

If your child met the criteria for this study, would you enroll them?

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Explain       
Subject’s cost:  All  FORMCHECKBOX 
 - None  FORMCHECKBOX 
 - Only Cost of Indicated Procedures/Drugs  FORMCHECKBOX 

Is it appropriate for the subject to bear the costs of the study?
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Explain       
Subject’s compensation listed?

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If yes, is it appropriate?

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Explain       
Should this study be approved?

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Explain       
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Consent Form Checklist
	Item
	Yes
	No
	Comments

	Is the organization, structure, and flow of the consent clear and understandable? 


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Is the purpose of the study clearly explained?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Is the consent written with simple language and nonscientific and non-technical terms?

If no, please highlight any terms you do not understand.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	If technical terms are used, are they explained so that the participant could understand them?

If no, please highlight any terms you do not understand.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Is the description of the investigational procedures understandable?


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Is it clear what time commitment is required for the study?


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Are the risks described and understandable?


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Are alternative treatments listed and understandable?


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Is payment and prorating explained?


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	


Comments:     _______________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

If you find you are missing hard copies of things such as checklists or pages in protocol/consent you may find them on the flashdrive in your green bag!

_____________________________________________

__     ____

Signed (Non-Scientist Reviewer)




Date
Revised 04-13-10
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