INFORMED CONSENT Discussion
Study Title/Number: ____________________________________________________________________
Principal Investigator: ____________
Subject Name & Screening #:  ______________		Date: ________________

This study was discussed with the patient by <insert PI/ MD name> at several previous clinic visits (consider listing dates).  On XXXXX, she/he was provided copies of the main consent Parts 1 & 2.  I have had several detailed phone discussions with her/him and have also provided a study visit-specific timeline and study flyers.

I sat with the patient and her/his spouse/ family member to discuss all aspects of the above-mentioned main study.  We were in a treatment room with a closed door throughout our discussions.
After providing a verbal study summary, I read the main consent to the patient, pausing frequently to ask if she/he had questions.  We also stopped several times to discuss the 'how' related to study procedures (i.e. scheduling and time needed).  The patient asked several insightful and detailed questions throughout the discussion.  She/he often offered information she/he had gleaned from the Informed Consent Form (ICF) (ex: offered a list of potential side effects).  It was evident she/he had read the consents in detail and retained the important aspects of the study; she/he was able to voice the purpose of the study.  
We discussed for quite some time, the available options to her/him, what would happen if she/he could not enroll and/or remain in the study. She/he voiced appropriate concern about her/his health status.  She/he is determined to maintain a high quality of life, if at all possible.  It is evident that her/his recent hospitalization and subsequent rehab has taken a toll on both of them. 
Subject signed the ICF after stating out-loud that she/he had no further questions. We then proceeded with aspects of the main study screening process. 
We discussed the possible/probable side effects of the study drug (investigational product) and the methods we have in place to help her/him manage side effects. 
She/he continues three times/week diuretics (Lasix & Spironolactone) as documented on med list.  Her/his weight has remained stable (weighs self daily).  She/he is no longer using the oxygen.  We plan for randomization in one week if screening is successful.
<signed, dated>
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