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Recommendations

The Problem

Purpose

Background of the Issues
Recommendations
Conclusion

Endnotes

These "Recommendations for the Development of Informed Consent Documents for Cancer
Clinical Trials" were prepared by the Comprehensive Working Group on Informed Consent

in Cancer Clinical Trials for the National Cancer Institute in October 1998.

The Problem

Many informed consent documents have become too long and complex, and do not provide

a sound basis for informed decision-making. 123
Purpose

These recommendations are intended to provide a clear template for informed consent
documents and supplemental materials used in clinical research. The goals of the
recommendations and accompanying template are to increase potential research
participants' understanding of proposed studies and better enable them to make decisions

about participation.

The recommendations are intended to assist: (1) sponsors and/or investigators who write
consent forms and (2) local Institutional Review Boards (IRB) which oversee research

projects and consent documents at their institutions (45 CFR 46.109 and 21 CFR 56.1096).

Although the recommendations are focused on treatment studies, they may also apply to
prevention, early detection, diagnosis, and other types of trials. The recommendations are
relevant to all phases of clinical research; however, each phase may generate additional
specific considerations to be addressed in the informed consent document. (The template
highlights some of these considerations and the sample consents serve as examples of

specific study considerations.)
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The recommendations are not intended to address issues for genetic testing and tissue

banking. These are being addressed in other forums.

* This document uses the term "research participant” to mean "research subject," the term

used in the Federal regulations. Please see Appendix 1 for additional definitions of terms.

Background of the Issues

The goal of the informed consent process is to provide people with sufficient information so
they can make informed choices about whether to begin or continue participation in clinical
research. The process involves a dynamic and continuing exchange of information between
the research team and the participant throughout the research experience. It includes
discussion of the study's purpose, research procedures, risks and potential benefits, and the

voluntary nature of participation.

The informed consent document provides a summary of the clinical study and the
individual's rights as a research participant. The document acts as a starting point for the
necessary exchange of information between the investigator and potential research
participant. Also, research participants and their families may use the consent document as

an information resource and reference throughout participation in the trial.

The informed consent document is often considered the foundation of the informed consent
process; it does not, however, represent the entirety of the process. Nor is the informed '

consent document a risk-management tool for the investigator and/or institution.

Development of a consent document that provides useful and understandable information
has become more challenging due to the increased complexity of medical research and care.
Such challenges require careful consideration of what information is useful to participants

and how to provide it in clear and simple language.
Recommendations

The Comprehensive Working Group on Informed Consent in Cancer Clinical Trials* has
developed: (1) recommendations related to specific Federally-required elements in the
consent form,** and (2) general recommendations to enhance the research participant's

understanding of the consent form.
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In addition, the Working Group recommends that relevant agencies such as the National
Institutes of Health and the Food and Drug Administration facilitate the development of

methods to enhance the informed consent document and process in clinical research.

*Appendix 6 lists the participants in the Comprehensive Working Group on Informed

Consent in Cancer Clinical Trials.

** Federal regulations require that the informed consent document include certain basic
elements and provide for inclusion of additional elements when appropriate (45 CFR 46.116,
21 CFR 50.20, and 21 CFR 50.25). Please refer to the Code of Federal Regulations and

Appendix 2 for the list of Federally-required elements of informed consent.

Recommendations for Specific Federally-Required Consent Elements

The following recommendations provide guidance in the interpretation of the Federal
regulations related to specific elements of the informed consent document and are outlined
in the accompanying template. Although the Comprehensive Working Group considered all
of the Federally-required consent elements, it chose only to develop recommendations for
the following elements. The template, however, does address all of the Federally-required
elements for informed consent. See Appendix 2 for the complete list of Federally-required

elements.
Purpose of the Study

The consent form should clearly and simply explain the purpose of the research study and
state why the potential research participant is eligible to enroll. The main objective of the

proposed study should be placed in the context of standard care. For example:

The purpose of this research study is to find out whether adding the drug Taxol to a
commonly-used chemotherapy is better at preventing your cancer from coming
back than the commonly-used chemotherapy by itself. The study will also see what
side effects there are from adding Taxol to the commonly-used chemotherapy.
Taxol has been found to be effective in treating patients with advanced breast

cancer. In this study, we want to see whether Taxol will be a useful addition to the
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