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                SUNY UPSTATE MEDICAL UNIVERSITY
   Guidance to Investigators for Assessing A Patient’s Capacity to
   Provide Informed Consent for Research
   ===============================================================
   Patient’s Name ______________ Date ___________
   ----------------------------------------------
   Rater __________________
   Judgments about a patient’s ability to give informed consent to
   participating in a research study need to be assessed along a series
   of dimensions. When there is any question about a patient’s capacity
   to give consent for research, the investigator (or his/her designee)
   needs to assess the patient’s degree of understanding along the
   dimensions provided below. After the potential subject is presented
   with the informed consent material and had an opportunity to discuss
   and ask questions about the proposed study, rate their capacity to
   give consent on the dimensions listed below. Each dimension is to be
   rated on a five-point scale indicating the patient’s level of
   understanding with 5 indicating excellent understanding and 1
   indicating no understanding.
   Level of Understanding
   1……………2………………3……………….4……………5
   None Poor Unclear Good Excellent
     1. 
       Does the patient understand the facts of the study and what it is
       that is being requested of them? ___
     2. 
       Does the patient understand that this is a research project and
       not just the usual standard of care? ___
     3. 
       Is the patient able to assess the possible risks and benefits of
       participation? ___
     4. 
       Does the patient understand they can refuse to participate without
       it affecting their access to the usual standard of treatment for
       their condition? ___
     5. 
       Can the patient make a reasoned decision about participation that
       is free of psychosis, confusion or denial of the facts? ___
     6. 
       Can the patient express a free choice and clearly communicate that
       choice? ___
   If the patient is rated as less than 4 on any of the questions, a
   legally authorized representative should be approached for consent.
   Comments:_______________________________________________
   ________________________________________________________
   ________________________________________________________
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