CMH IRB Policy Regarding Proxy/Surrogate Consent to Participation in Research for Adults Lacking Decisional Capacity

Background

Occasionally, CMH investigators may wish to enroll adult patients who lack decisional capacity and are unable to consent for themselves on to a research study.  This policy has been implemented to identify the proper steps that should be taken to obtain appropriate surrogate consent before an individual lacking decisional capacity is enrolled in a research study.  
For the purpose of this policy and in accordance with the Health Care Surrogate Act, “decisional capacity” is defined as “the ability to understand and appreciate the nature and consequences of a decision regarding medical treatment and the ability to reach and communicate an informed decision in the matter as determined by the attending physician.”  As such, patients may lack decisional capacity due to a number of circumstances, such as severe psychiatric disorders, degenerative diseases affecting the brain, impaired consciousness, etc.  However, investigators should note that diagnosis of mental illness or mental retardation is not an automatic bar to a determination of decisional capacity – instead, doctors should consider whether individuals with such diagnoses lack decisional capacity regarding medical treatment using the previously provided definition. 
Please note that this policy only pertains to adults who lack decisional capacity, not children. Investigators who wish to enroll children who lack decisional capacity should reference the IRB Policy and Procedures Manual for information regarding required parental or guardian permission for participation in research.

Summary of Relevant Statutes

MEDICAL PATIENT RIGHTS ACT – The Illinois Medical Patient Rights Act (410 ILCS 50/) indicates that “no research can be conducted on a patient without prior informed consent of the patient or, if the patient is unable to consent, the patient's guardian, spouse, parent, or authorized agent.”  As such, this statute indicates that surrogate consent is necessary for the patient’s participation in the research if that patient is unable to consent for him/herself.

HEALTH CARE SURROGATE ACT – The Illinois Health Care Surrogate Act, 755 ILCS 40/ (the “Act”) provides authority for a surrogate decision maker (“surrogate”) to act on behalf of a minor or adult patient who lacks decisional capacity. The Act is prefaced with the recognition of the right of all persons to make decisions relating to their own medical treatment, and states that the right should not be prevented by a patient’s lack of decisional capacity. The Act does not govern circumstances in which the patient has a valid living will, declaration for mental health treatment, or authorized agent under a power of attorney for health care.  The Act applies both to “decisions concerning medical treatment” and “decisions whether to forgo life sustaining treatment.”  
This CMH policy relies on the Health Care Surrogate Act in regard to surrogate consent for medical treatment.  As such, CMH has determined that surrogate consent can only be obtained for studies from which the patient may receive some benefit.   
Documenting Lack of Decisional Capacity and Identifying the Appropriate Surrogate

1. The attending physician first must find that the subject lacks decisional capacity, as defined above.  In addition, a concurring physician not involved with the research project should confirm that the patient lacks decisional capacity.  This documentation does not need to be provided to the IRB prior to the request to enroll a decision-impaired adult, but should be documented on the “Health Care Surrogate Act Certification Concerning Research” (Attachment 1) before surrogate consent is obtained. 
2.  After the attending physician and concurring physician determine that a patient lacks decisional capacity, the health care provider must make a reasonable inquiry as to the availability of the patient’s operable and unrevoked living will, durable power of attorney for health care, or declaration for mental health treatment (“Advanced Directive”) and its authority pertaining to the patient’s condition and/or participation in the research.  Surrogate consent should be invoked only in cases when a) no Advance Directive applies or b) despite efforts to contact the person authorized in an Advance Directive, that person is unavailable. 
3. After that determination has been made, the health care provider must make a reasonable inquiry into the identification of an appropriate Surrogate. Relevant surrogates in order of priority are as follows according to the Health Care Surrogate Act:  
1) the patient's guardian of the person; 

2) the patient's spouse; 

3) any adult son or daughter of the patient; 

4) either parent of the patient; 

5) any adult brother or sister of the patient; 

6) any adult grandchild of the patient; 

7) a close friend of the patient; and

8) the patient's guardian of the estate. 

If there is more than one surrogate in the highest priority and they disagree, majority rules.  If there is disagreement amongst surrogates and no majority exists, consult Legal Affairs.  

4. Should the patient regain the cognitive ability to make decisions and the study subject (patient) objects to either the appointment of a surrogate or a surrogate’s decision, the provisions of the Health Care Surrogate Act will not apply unless the surrogate is a court appointed guardian.  Investigators should contact Legal Affairs for guidance. 
Surrogate Decision-Making Process under the Act 
1. According to the Health Care Surrogate Act, when making a decision about medical treatment, the surrogate must first look to the patient’s wishes, if known or knowable.  The surrogate may take into account evidence of the patient’s personal, philosophical, religious beliefs and ethical values relative to the purpose of life, sickness, medical procedures, suffering, and death.  If the patient’s wishes are not known or knowable, the surrogate is instructed to make the decision on the basis of the patient’s best interest, weighing the burdens and benefits of the treatment and considering other information, such as the views of family and friends that the patient would have considered if able to act for him or herself.  This guidance must be presented to the surrogate during the consent process. 

2. During the consent process, the surrogate also should be informed that he/she will have the same right as the subject to receive information on the research, as well as to withdraw consent for further participation. 

3. A witness (at least 18 years of age) should be present for the discussion between the researcher and surrogate decision maker, and the surrogate should express his/her decision in the presence of this witness. 

4. If the patient regains decisional capacity during the study, he/she should be told of the surrogate’s decisions regarding medical treatment and enrollment on the research study.  The study subject (patient) should be given information about the research and told that he/she is free to withdraw from the study if so desired. If the study subject (patient) wishes to remain on the study, he/she should sign the adult consent form to document this decision. 
Documentation Required

1. The attending physician, concurring physician, and witness must sign “Health Care Surrogate Act Certification Concerning Research” (Attachment 1).  In addition, the surrogate’s name, contact information, and relationship to the patient should be documented on this form.  A copy of the form should be placed in the patient’s medical record.  This certification form must be used in all instances of surrogate consent.  
2. The surrogate should sign the “surrogate” signature line, which is provided in the CMH adult consent form template. 
Submission to the IRB

1. If an investigator anticipates that he/she may enroll patients who lack decisional capacity, the investigator should clarify this point in the IRB Application Form and the protocol (when possible). On the IRB Application Form, the investigator will be asked to provide the following information regarding the research: 
· Is there a potential benefit that may reasonably be expected from the research?  (Note: If the response to this question is “no,” the matter will be referred to the full board to make a determination on whether surrogate consent is appropriate. 
· Please provide a rationale for the use of proxy/surrogate consent in this research study.
· Please outline the proposed procedures for determining that the subject does not have an operative and unrevoked living will, durable power of attorney for health care, or declaration for mental health treatment.  
· Please outline the proposed procedures for providing information about the research protocol to the subject’s attending physician so that the physician can evaluate the subject’s decisional capacity to participate in the proposed research.  If the subject’s attending physician is an investigator on this study, then a physician who is not involved in the study must provide the documentation of the patient assessment (including neuro-cognitive status and ability to provide consent). 
In addition, the investigator should include the surrogate signature line in the consent form and attach a copy of the “Health Care Surrogate Act Certification Concerning Research.” 

2.   Because of the possibility that once an adult patient is capable of consenting to participate in the study but refuses to participate, the PI is required to add into both the study research plan and adult consent, the investigator’s plans for what will be done with the data and specimens collected during the period of the study in which adult patient was participating by proxy consent because of inability to consent for self. This information must be in the research plan and consent for review and approval of the adult consent by proxy form to take place.
3.   If an investigator wishes to enroll a patient who lacks decisional capacity after initial approval has been obtained, the investigator should submit an amendment to the IRB and provide the information listed in the bullet points above.  In addition, the investigator should submit a revised adult consent form that includes the surrogate signature line and attach a copy of the “Health Care Surrogate Act Certification Concerning Research.”  

If this request is urgent, the investigator should contact an IRB Manager immediately to inform the IRB of the impending amendment submission.  
Attachment 1: Health Care Surrogate Act Certification Concerning Research
Children’s Memorial Hospital

Institutional Revew Board

HEALTH CARE SURROGATE ACT

CERTIFICATION

CONCERNING RESEARCH

1. To the best of my knowledge, the patient/subject (name)                                                             does not have a Durable Power of Attorney for Health Care, a Living Will, or Declaration for Mental Health Treatment that applies to the patient’s condition and the decision to participate in this research.

After personally examining the patient named above, I have determined to a reasonable degree of medical certainty that the patient lacks decisional capacity to make decisions about this research.  The cause, nature and duration of the lack of decisional capacity is summarized as follows:

_______________________________________________________________________

_______________________________________________________________________

_______________________________________________________________________

2. If possible, the patient has been informed and has not objected to the above determinations, the identity of the surrogate decision maker, and the decision made by the surrogate.  The proposed research and the factors to be considered by the surrogate decision maker have been discussed with the surrogate and he/she has demonstrated understanding and willingness to make the decision in accordance with such factors.  The decision of the surrogate is reflected in the attached surrogate consent form.  

Attending Physician: _________________________________
_______________________   

Date

 I concur in the determination that the patient named above lacks decisional capacity:
Concurring Physician*: _______________________________
_______________________

*(MUST be a physician not involved in this clinical investigation)



Date  

Surrogate Decision Maker:
Name _____________________________________________________                                                                                       
Address      _________________________________________________                                                                                         

Telephone (      ) _____________________________________________                                                                                 
      (      ) ____________________________________________                                                                                                                                                              
Relationship to Patient/Subject _________________________________                                                                                                                             
I have witnessed the discussion between the attending physician and surrogate decision maker and the decision expressed by the surrogate on behalf of the patient named above.

_____________________________________
___________________________________

Witness








Date  

See next page for definitions under Illinois Health Care Surrogate Act and factors to be considered by the surrogate.






This form should be placed in the subject’s medical record and a copy attached to the research consent form.

DEFINITIONS:

“Decisional Capacity” means the ability to understand and appreciate the nature and consequences of a decision regarding research and the ability to reach and communicate an informed decision in the matter as determined by the attending physician.
“Surrogate Decision Maker” means an adult individual or individuals who (i) have decisional capacity, (ii) are available upon reasonable inquiry; (iii) are willing to make medical treatment decisions on behalf of a patient who lacks decisional capacity, and (iv) are identified by the attending physician in accordance with the provisions of this Act in the following order of priority: (1)  the patient’s guardian of the person; (2) the patient’s spouse; (3) any adult son or daughter of the patient; (4) either parent of the patient; any adult brother or sister of the patient; (6) any adult grandchild of the patient; (7) a close friend of the patient; (8) the patient’s guardian of the estate.

“Close Friend” means any person 18 years of age or older who has exhibited special care and concern for the patient and who presents an affidavit to the attending physician stating that he or she (i) is a close friend of the patient, (ii) is willing and able to become involved in the patients health care, and (iii) has maintained such regular contact with the patient as to be familiar with the patient’s activities, health, and religious and moral beliefs.  The affidavit must also state facts and circumstances that demonstrate that familiarity.

FACTORS TO BE CONSIDERED BY SURROGATE DECISION MAKER:

The surrogate shall make a decision for an adult patient conforming as closely as possible to what the patient would have done or intended under the circumstances, taking into account evidence that includes, but is not limited to, the patient’s personal, philosophical, religious and moral beliefs and ethical values relative to the purpose of life, sickness, medical procedures, suffering, and death.  An unrevoked advance directive, such as a Living Will, Durable Power of Attorney for Health Care, or Declaration for Mental Health Treatment that is no longer valid due to a technical deficiency or is not applicable to the patient’s condition may be used as evidence of a patient’s wishes.

If the adult patient’s wishes are unknown and remain unknown after reasonable efforts to discern them, or if the patient is a minor, the decision shall be made on the basis of the patient’s best interests as determined by the surrogate.  In determining the patient’s best interests, the surrogate shall weigh the benefits to the patient of initiation or continuing the research against the burdens and risks of the research and shall take into account any other information, including the view of family and friends, that the surrogate believes the patient would have considered if able to act for herself or himself.  
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