ONS Helps Secure Expanded Medicare Off-Label Coverage for Anticancer Therapies

By Ilisa Halpern Paul, ONS Health Policy Associate, Drinker Biddle & Reath, Washington, DC

As part of its health policy efforts to ensure access to quality, comprehensive cancer care, ONS advocates that people with cancer have access to the off-label therapies that their health providers deem appropriate for them.  In response to a collaborative advocacy effort, led by the National Comprehensive Cancer Network (NCCN), in which ONS played a vital leadership role, Congress and the Centers form Medicare and Medicaid Services (CMS) each recently took action to expand off-label cancer therapy coverage for Medicare beneficiaries.

Earlier this year, CMS – via the Secretary of Health and Human Services (HHS) – issued a revised list of compendia used for Medicare Part B coverage determinations for off-label uses of anticancer drugs.  Of particular importance to cancer patients and their caregivers was the addition of the NCCN Drugs and Biologicals Compendium™, which is a direct reflection of the evidence-based oncology practice guidelines published by the NCCN.  These NCCN guidelines and compendium are widely recognized as one of the most complete, up-to-date, and respected resources regarding cancer therapies.  To support the addition of the NCCN guidelines to the list of compendia Medicare uses for off-label coverage decision-making ONS sent letters to CMS urging the agency to add the NCCN compendium to its list and the Society is pleased that the agency heeded our recommendation.

While the Secretary of HHS maintains statutory authority to revise the list of compendia used for Part B off-label coverage determinations, he does not have such authority under Medicare Part D.  Therefore, NCCN – with the support of ONS and others in the cancer community – worked to secure an important provision in the recently-enacted Medicare Improvements for Patients and Providers Act to harmonize the compendia used for Part B and Part D for plan years beginning on or after January 1, 2009.  This change will ensure that the off-label drugs covered under one part of the Medicare program will be available for coverage under another.  ONS thanks NCCN for its leadership on this important issue and thanks Congress and CMS for taking these critical actions.  Medicare beneficiaries with cancer who are enrolled in either Part B or Part D will now have improved access to promising cancer therapies based on sound science, and they will be able to make better informed treatment decisions with the members of their cancer care team. 

A special thanks to Mark Smith, Senior Government Relations Advisor at King & Spalding, for his contributions to this article.

For questions about this or other ONS health policy matters, please send your inquiry to government.relations@ons.org.

