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Informed Consent Note
Consent Date: ________      
Subjects Name: ______________________________ has signed a consent form and will be evaluated for 
participation in protocol IRB ____________ entitled:  
___________________________________________________________________________________.
The purpose, risks, benefits, and alternative treatments were explained to the subject. 
He/she has the capacity to understand the purpose, risks, benefits, and alternative treatments of his/her participation and agrees to participate.  
A signed copy of the Informed Consent Document was given to the subject by 
_____________________. 
The Informed Consent Document was signed prior to any study procedures being performed. 

Please describe any special circumstances:

· Subject not English Speaking (Spanish speaking subjects may not be enrolled using an English consent.  A fully translated Spanish consent must be used; all other languages, please contact the IRB for guidance regarding short forms).
Subject Language:___________________

Translator: _________________________

· Subject hard of hearing/deaf

· Subject illiterate/low literacy/visually impaired/without reading glasses (Witness required when consent information presented verbally to subject): 

· Subject able to consent, but not sign,  due to physical impairment

· Subject does not have capacity to consent (do not obtain consent from Health Care Proxy/Legally Authorized Representative unless specifically authorized by the IRB)
Subject’s Proxy/LAR:  __________________________

Relationship to Subject:  _________________________
Comments:
______________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
Signature: _______________________________________
Printed Name: ___________________________________

Date /Time:  _____________________________________
http://www.einstein.yu.edu/docs/administration/institutional-review-board/forms/ic-note.doc
Rev. 11/16/05


[image: image1.jpg]