Brookwood Baptist Health Institutional Review Board

Application for Surrogate Consent

The Board's policy on informed consent is that a participant in a clinical research study must consent themselves in order to participate in the research study.  As a general rule, surrogate consent is not allowed.  The Board may allow surrogate consent, provided that the principal investigator demonstrates, in advance, to the satisfaction of the Board that all of the following requirements will be met.  Principal investigators desiring to utilize surrogate consent in a research study must provide sufficient information below to demonstrate to the Board's satisfaction that all of the following requirements will be met, and must certify by signing this application that they will comply with all Board requirements for the use of surrogate consent.


1.
The clinical investigation cannot practicably be carried out without surrogate consent because



(a)
The subjects will not be able to give their informed consent as a result of their medical condition; and 



(b)
There is no reasonable way to identify prospectively the individuals likely to become eligible for participation in the clinical investigation.


2.
There is available no alternative method of approved or generally recognized therapy that provides a demonstrated greater likelihood of successfully treating the patient's medical condition.


3.
The potential risks from participation in the clinical investigation are reasonable in relation to the potential benefits from participation in the clinical investigation.


4.
Fully informed consent will be obtained from a legally authorized representative or surrogate in accordance with these IRB requirements.



- Substituted judgment standard
(the surrogate providing consent must attempt to make the decision that the research subject would have made regarding participation in the research study)



- Order of choice of surrogate
(as required by Alabama Code §22-8A-1 et seq. (1975, as amended))



- Certification by surrogate

(as required by Alabama Code §22-8A-1 et seq. (1975, as amended))


5.
The clinical investigation will be regularly monitored by an independent Data, Safety & Monitoring Board, which is operated in accordance with IRB requirements and provides copies of its regular reports to the IRB.


6.
If at any time during the clinical investigation, the research subject becomes competent, informed consent will be obtained from the research subject as soon as possible.

Signature of Principal Investigator
______________________________

Date: _________________________

Approved by Board
______________________________

Chairman

Date:__________________________
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