NCI's Informed Consent Working Group

(Updated 03/29/01) -- Informed consent is the term given to the communication process that allows individuals to make an informed choice about participation in a clinical trial. The National Cancer Institute (NCI), along with the Office for Protection from Research Risks (now the Office of Human Research Protections) and the Food and Drug Administration, formed an Informed Consent Working Group to propose solutions to improve the quality of informed consent documents in cancer clinical trials. The Working Group included a diverse group of experts: physicians, nurses, patient advocates, Institutional Review Board (IRB) members, ethicists, legal experts, communication experts, and representatives of the pharmaceutical industry.

This group developed a set of recommendations to be used by investigators writing consent documents and by IRBs reviewing such documents. In addition, a consent form template was created that includes all of the federally-required elements for the document, including the explanation of the research procedures, related risks and possible benefits, alternatives to participation, and the rights of research participants. 

Once both sets of materials were completed, they were field tested in focus groups with patients, physicians, nurses, and IRB members to assure that the goals of the initiative were being met. Suggestions and comments from these groups were incorporated into the documents and revised materials were then finalized.
· Recommendations for the Development of Informed Consent Documents for Cancer Clinical Trials 

· Informed Consent Template 

· English 

· Spanish 

· Sample Consent Form: Phase II Prostate Cancer Trial 

· Sample Consent Form: Phase III Breast Cancer Trial 

