Regulatory Checklist CF4 – Short Form
                                       Kenyon College IRB


     (Alternative Method for Documentation of Consent)                      Edelstein House


Regulatory Checklist – Waiver of Documentation of Consent

	Short Form Consent Process – 46.117(b)(2)

In some circumstances, it may be more appropriate to use the “Short Form” consent process to provide written documentation of consent by subjects – for example, with subjects who are illiterate, blind, or cannot talk or write due to physical limitations. 

	Requirements for consent obtained using the short form consent process


	YES
	NO

	1
	There is a short form written consent document that is presented orally to the subject or subject’s representative.  


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2
	There is a witness to the oral presentation.


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3
	All of the required elements of consent are presented orally to the subject or subject’s representative, unless waived by the IRB (see the Regulatory Checklist Elements of Consent.) 


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4
	There is a written summary of what is to be said to the subject or representative, which the IRB has approved.


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5
	Signatures will be obtained as described below:
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	Short Form Signatures

· Subject or representative
· Witness
	Written Summary Signatures

· Witness
· Person obtaining consent
	
	

	6
	Copies are given as described below:
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	Short Form received by:

· Subject or representative
	Written Summary received by:

· Subject or representative

	
	

	Requirements for short form consent obtained from subjects who do not speak English


	YES
	NO

	7
	Will this study have any subjects who do not speak English?

If NO, skip all remaining questions.

If YES, proceed to the next question.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8
	The witness will be someone who is fluent in both English and the language of the subject.

 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	9
	The IRB-approved English language informed consent serves as the summary.


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	10
	The oral presentation and the short consent form are in a language understandable to the subject.


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	11
	The IRB will receive all foreign language versions of the short consent form as a condition of approval.
	 FORMCHECKBOX 

	 FORMCHECKBOX 
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