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OBJECTIVE:

To describe the procedures to follow to approve the use of Surrogate Consent . 

BACKGROUND:

Situations arise where it might be potentially beneficial for an adult individual who is unable to give consent or for society as a whole for a subject to be allowed to enroll in a research study.  The inability to give consent may be due to such things as mental illness, mental retardation, or any other mental disorder, or a physical disorder that precludes communication or impairs judgment.  This guidance addresses the steps to follow to allow such individuals to be enrolled in research studies.  

PROCEDURE:

1. When a new protocol is submitted to the IRB-HSR for approval, a determination will be made in regards to the need/appropriateness of Surrogate Consent .

2. In order to allow Surrogate Consent  the following criteria must be met:

· As in all protocols, the IRB-HSR must carefully review the risks and benefits for the participants.  

· Surrogate Consent  will only be appropriate when it is clear that individuals cannot give informed consent.

· Where appropriate, animal and other pre-clinical studies must have been conducted which suggest that there is reason to believe that the proposed investigation may have potential for therapeutic benefit to the participant and/or that the study meets exempt or expedited approval criteria.   The requirement for potential therapeutic benefit need not apply to any control group. 

· For protocols involving specimen banking the investigator would need to abide by the attached confidentiality policy.  

· A line must be added to the consent form for the signature of the surrogate person giving assent along with a line explaining the relationship to the participant. 

· If the study does not meet the criteria of expedited or exempt the attending physician must co-sign and date the consent/assent document to indicate his/her agreement that participation in the trial holds out the prospect of potential benefit or follows the specimen banking confidentiality policy.  The standard wording to be signed is found in Protocol Builder section “ signature_surrogate_consent” 
· If the study is felt to be minimal risk by staff, but does not meet an expedited or exempt criteria, the protocol will be sent to the full board for review.  If the full board agrees the study is minimal risk, Surrogate Consent  may be approved without the need for the Attending Physicians signature section in the consent form.  
In studies where surrogate consent is approved, the consent should be obtained from a decision maker using the following hierarchy:

1. The agent previously appointed by the prospective subject when competent, in an advance directive that specifically authorized decisions about participation in research;

2. Legal guardian of the prospective subject;

3. Spouse of the prospective subject, except where a suit for divorce has been filed and the divorce decree is not yet final;

4. Adult child of the prospective subject;

5. Parent of the prospective subject when the subject is an adult; 

6. Adult brother or sister of the prospective subject;

DOCUMENTATION:

Documentation of the approval of Surrogate Consent  will take place on the Protocol Assurance Form and in the IRB-HSR Meeting Minutes.  Appropriate signature lines will also be added to the consent form. 

REFERENCES:

UVA Specimen Banking Confidentiality Policy- See Appendix A 
Appendix A: UVA Specimen Banking Confidentiality Policy

This policy refers to any type of specimen obtained from a living human being such as tissue, blood or other material obtained by invasive means.  Specimens must be de-identified.  Although it is understood that it is very difficult to assure that anything can be truly de-identified, the standard of “ reasonable basis to believe that the information can be used to identify the individual” must be accepted.  Therefore the following steps must be taken to attempt to de-identify the specimen.

1. The specimen will not be stored with direct identifiers as defined by HIPAA.

2. The entity that de-identified the specimen has the authority to re-identify it under the following guidelines.

· The document which links the specimen to the identity of the donor is kept in a secure location with limited access.  (For example, a computer with pass-code protection and limited access or a locked file cabinet with limited access.)  In addition the name(s) of the person(s) having access to the code is disclosed in the protocol.

· The identity is not released to anyone outside the research group unless authorized by law (ie public health disclosures, victims of abuse, neglect or domestic violence, judicial and administrative proceedings, disclosures for law enforcement purposes, victims of crimes).  The identity cannot be released for any other reason such as a request by a family member.

· The donor is never contacted unless he/she has given prior approval to be contacted for future studies.  If a surrogate gave consent he/she would never be contacted for future studies, since studies requiring additional consent would pose more than minimal risk and not be allowed. 

· Results from studies are never put in the donor’s medical records or released to anyone outside the research group such as the surrogate, other family members or an insurance company.

· The specimen/ or part of the specimen is never released to anyone outside the research group with identifiers (i.e. the specimen would not be allowed to be given to anyone outside the research group along with the code to identify the donor).

