Subject #: ______________ (if applicable)



INTERNAL SURROGATE CONSENT PROCESS FORM

PI:

Sponsor: 

Protocol #: 

Subjects Name: ______________________________


Principal Investigator/Sub-Investigator
Does the subject have an advance directive for healthcare that has indicated that he/she does not wish to participate in a research study?

□  No

□  Yes, the potential subject must not be included in the study.  

Did the investigator attempt to obtain informed consent directly from the subject? 

□  Yes

□  Unable to consent, request a determination of capacity to consent

□  Subject objects to proposed research, the potential subject must not be   included in the study
____________________________________


__________________________

Signature of Investigator




Date

Independent Physician
Section 1: Determination of Incapacity

□
Interviewed subject and a representative with reasonable knowledge of the subject


What is the extent of the incapacity?


________________________________________________________________________


What is the likelihood that he/she will regain decision-making capacity?

________________________________________________________________________

Additional Comments:

______________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
□
Subject is unable to consent

I have no connection the above referenced study and have determine, to a reasonable degree of medical certainty, that the above named subject is unable to voluntarily reason, understand, and appreciate the nature and consequence of proposed health research interventions, including the subject’s diagnosis and prognosis, the burdens, benefits, and risks of, and alternatives to, any such research, and to reach an informed decision. 

_____________________________________


__________________________
Signature






Date

Principal Investigator/Sub-Investigator
Section 2: Identification of Surrogate

Did the investigator inform the subject about the study and of his/her intention to seek a surrogate to provide consent?

□  Yes

□  No

Did the subject express resistance or dissent to participation or to the use of a surrogate for consent?

□  No

□  Yes – the investigator must exclude the subject from the study.
Surrogate informed consent may be obtained from an authorized representative with reasonable knowledge of the subject; refer to the attached Surrogate Self Certification form. 

Surrogate Name _____________________________
Relationship #: ____________________








(from Surrogate Certification form)
1. The investigator must make a good faith effort to contact the individual at the highest level of priority.  These efforts should be documented. Potential surrogates must be advised that if a higher-ranking surrogate is identified at any time, the investigator whenever feasible will defer to the higher-ranking surrogates’ decision regarding the subject’s participation in the research. 

2. The investigator must assure that if one of two or more available persons in the same order or priority expresses opposition to the participation of the subject in the study, the investigator must exclude the subject from the study. 

3. The investigator must assure that when two or more available persons are in different orders of priority, refusal to consent by a potential surrogate who is of a higher priority controls and cannot be superseded by the consent of a person who is of a lower priority. 

I have reviewed the above information and have determined that the criteria for identification of a surrogate have been met.   

____________________________________


__________________________

Signature



Date

____________________________________


__________________________

Witness (person with no connection to the study)



Date
1

