FDA Off-Label

Unfortunately, a number of health insurance programs are coverage for treatments.  These are treatments approved by the Federal Food and Drug Administration (FDA) but not specifically for the diagnosis for which the treatment had been requested.  Insurance companies have denied coverage for such “off-label” use labeling it as experimental.  This often is contrary to the standards of medical care; a misrepresentation of the position of the FDA; and, in certain circumstances, may be illegal.


Everyday, physicians use FDA-approved treatments for “off-label” uses as standard medical care.  As noted in a letter by Dr. John Durant, Executive Vice President of the American Society of Clinical Oncology, to the Acting Commissioner of the FDA in 1998: “More than half of all cancer patients receive anticancer drugs for off-label uses.”  He went on to state: “The most effective chemotherapy regimens are typically combinations of two or more approved drugs, yet combination regimens are not usually reviewed or approved by FDA…”

In 1996, a testimony before a US Senate Committee, then Deputy Commissioner for Policy of the FDA, William Schultz, stated that “The Food and Drug Administration recognizes that, in certain circumstances, off-label uses of approved products are appropriate, rational and accepted medical practice.”  He went on to state “the legislative history of the Federal Food, Drug, and Cosmetic Act indicates that Congress did not intend FDA to interfere with the practice of medicine.  Thus, once a drug is approved for marketing, FDA does not generally regulate how, or for what uses, physicians prescribe medications.  

A reasonable conclusion would be that the lack of a specific labeled indication for an FDA-approved treatment should not be a barrier to the use of that treatment for the “off-label” diagnosis.  Therefore, health insurance companies labeling any “off-label” treatment as “experimental” and thus excluded from coverage is inappropriate.

Recognizing the importance of many “off-label” treatments, the state of Wisconsin, like many other states, has specific statutes requiring health insurance companies not to exclude “off-label” cancer treatments.  The statute specifically states “No group health ensuring corporation policy, contract, or agreement that provides coverage for prescription drugs shall limit or exclude coverage for any drug approved by the United States Food and Drug Administration on the basis that the drug has not been approved by the United States food and drug administration for the treatment of the particular indication for which the drug has been prescribed…”
PAGE  
1

