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The Cancer Therapy Evaluation Program (CTEP), NCI, has collaborated with the Clinical Trials Cooperative Groups in developing a document mapping CTCAE v3.0 adverse event terms to lay terms for use in informed consent form text.  The objective is to create a tool that will aid in standardizing lay terms for adverse events in informed consent forms.  Ideally, the adverse event language for the same agents in CTEP-sponsored trials will become more consistent across studies and this will also serve to minimize duplicative work for investigators.  Consistent with the NCI’s guidance ‘Simplification of Informed Consent Documents’ at  http://www.cancer.gov/clinicaltrials/understanding/simplification-of-informed-consent-docs  our approach is to provide brief lay terms rather than longer, more comprehensive explanations. 

 

CTEP is not mandating use of these specific lay terms, although we believe that providing lay terms that map to CTCAE will facilitate and encourage their use.  Whether or not the mapped lay term is used, CTEP protocol reviewers have the expectation that all adverse events listed in the protocol will have representative lay terms within the informed consent (i.e., either a lay term from the CTEP list or an appropriate substitute).

 

Resources used:

· “Chemotherapy and You” and “Radiation Therapy and You” (DRAFT January 2006) Office of Public Health, NCI, NIH

· “Side Effects and How to Manage Them” Cancer Information Service, NCI

· “Principles for Clear Health Communication – Words to Watch” Pfizer http://www.pfizerhealthliteracy.org/improving.html
· “Glossary of Lay Terms for Use in Preparation of Consent Forms” Stanford University:  Research Compliance Office, Human Subjects http://humansubjects.stanford.edu/general/glossary.html
· COG Drug Monographs; review and comments from other Cooperative Groups
· CIRB review and comments
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