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NOTE TO FILE 
DOCUMENTING CONSENT PROCESS
	Subject Identifier
	

	Screening Number
	

	Person Obtaining Consent and completing this form:
	


	Check all that apply.
	Date
	Initials

	 FORMCHECKBOX 

	Discussed study with potential subject, explained and reviewed the Informed Consent Form (ICF).

 FORMCHECKBOX 
 Met with subject multiple times.  See table on page 2.
	
	

	 FORMCHECKBOX 

	Copy of the ICF given to potential subject for review.
	
	

	 FORMCHECKBOX 

	Subject provided time to review ICF and to discuss participating in the study with family or others.
	
	

	 FORMCHECKBOX 

	Potential subject and/or their guardian was provided the opportunity to ask questions about the study and to have those questions answered.
	
	

	 FORMCHECKBOX 

	The subject met all of the study eligibility requirements/inclusion criteria.
	
	

	 FORMCHECKBOX 

	The subject agreed to take part in the study and signed the ICF prior to the study interventions (or participation in the study).
	
	

	 FORMCHECKBOX 

	The Consent Process (not just the signing of the form) was witnessed by a third party.  Name:


	
	

	 FORMCHECKBOX 

	A copy of the ICF was placed in the medical record.
	
	

	 FORMCHECKBOX 

	An original signed copy of the entire ICF is on file with the PI.  This must be maintained for at least three years after the study is closed with the FHREB. 
	
	

	 FORMCHECKBOX 

	A copy of the ICF was given to the subject.
	
	


	Signature:
	
	Date:
	


Met with subject and discussed study on multiple occasions:  

	Date
	Time 
	Duration
	Notes
	Initials
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