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Unlabeled use of a drug is a use that is not included as an indication on the drug's
label as approved by the FDA. FDA approved drugs used for indications other than
what is indicated on the official label.

Drug compendia, defined as summaries of drug information that are compiled by
experts who have reviewed clinical data on drugs. CMS (Center for Medicare and
Medicaid Services) recognizes the following compendia: American Medical
Association Drug Evaluations (AMA-DE), United States Pharmacopoeia-Drug
Information (USP-DI) or its successor publication and American Hospital Formulary
Service-Drug Information (AHFS-
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https://www.fda.gov/drugs/drug-approvals-and-databases/drugsfda-glossary-terms
https://www.fda.gov/drugs/drug-approvals-and-databases/drugsfda-glossary-terms
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals
http://www.fda.gov/regulatory-information/laws-
http://www.fda.gov/regulatory-information/laws-

