 Date:     Documentation of the Consent Process
HRPO#: _____________________________

PI: ______________________________
Participant ID#: _______________________

Study Short Title: _________________________

__________________________________________________________________________________


 Patient/LAR name 

 DOB: 
The participant was approached via  phone (verbal consent) or
 in the office/clinic (written consent)
on: ___  __/_  ___/__  ___ regarding his/her participation in the  above mentioned research study by: (print name of PI/Designee) _________________________________________.

 If applicable, the participant was mailed or emailed a consent document to review and discuss with family: N/A  Mailed or  Emailed on:  _____/______/______ 
 Consent was reviewed with the participant.
 The purpose, requirements, duration, risks and benefits were reviewed with the participant.

 All immediate questions and concerns were answered and addressed. 

 The participant understands that participation is voluntary and they  he/she  can withdraw consent at any time.
 Verbal Consent:

 N/A (complete written consent section)
 Verbal Consent to participate was obtained from the participant on: ______/______/_______ by (print name of PI/Designee): _________________________________________________________ @ _____:______ am/pm.
 Verbal consent NOT obtained. The patient declined to participate.

Written Consent:
 Written Consent from participant was obtained/ received on: _____/_____/______ by (print name of PI/Designee): _________________________________________________________ @ _____:______ am/pm.

 If consent was received via mail, PI/Designee who obtained consent from the participant signed and dated the consent the date consent was received. 

 All optional items completed by participant
 All signature boxes completed to the fullest extent. 
 A copy of the fully executed consent was given to the participant patient/family  with contact information for the study staff. No study procedures were performed prior to the consent being obtained 

 Written consent was not obtained. The patient declined to participate (note reason below).

Additional Notes:

________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
___________________________________________________ ________/______/______________
PI/Designee Signature     
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