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Informed Consent of Research Subjects

Informed consent is a process not just a form.  The investigator shall be responsible for obtaining and documenting legally effective informed consent using the current consent forms, which have been approved for the research by both the University of Florida IRB and the VA R&D Committee, and for ensuring that no human subjects are involved in research prior to obtaining informed consent.  The informed consent must be on a VA Form 10-1086 and be stamped and approved by the IRB.
Obtaining Informed Consent

Written informed consent is obtained only by the Principle Investigator or designee.  The designee should have the appropriate training to perform this activity and be knowledgeable about the research and be able to answer questions.  Providing information is part of the process.  Discussions with prospective participants should allow sufficient time for them to consider participation to minimize the possibility of coercion or undue influence.

DON’T:  (a) Ask for consent when subject is under the influence of any drug which might impair or affect their ability to consent; (b) request consent immediately prior to procedures that are risky in nature (such as surgery)- such a situation reduces the subjects ability to voluntarily decide to participate out of fear, refusal might negatively impact the outcome of the procedure; (c) consent subjects if they do not meet the eligibility criteria; (d) consent subjects that are not included as potential subjects in your IRB paperwork, or if they cannot consent for themselves and the IRB has not previously approved proxy consent.

Documenting Informed Consent
The original signed consent form will be filed in the investigators records and a copy of the signed consent given to the patient.  The consent process is documented by a progress note and consent document inserted into CPRS on the day the subject enters the study.  This note would state that the subject:

√  Or subject’s legally authorized representative was capable of understanding the consent   

    process

√  Has reviewed the consent form, been given the opportunity to ask questions, and discussed 

    the study 

√  Signed the form prior to any study procedures

√  Has been given a signed copy of the form

√  Has an original signed informed consent on file with the investigator
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