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21 U.S. Code § 360ee

Grants and contracts for development of drugs for rare diseases
and conditions

(a) Authority of Secretary

The Secretary may make grants to and enter into contracts with public and private entities and individuals to
assist in (1) defraying the costs of developing drugs for rare diseases or conditions, including qualified testing
expenses, (2) defraying the costs of developing medical devices for rare diseases or conditions, (3) defraying
the costs of developing medical foods for rare diseases or conditions, and (4) developing regulatory science
pertaining to the chemistry, manufacturing, and controls of individualized medical products to treat
individuals with rare diseases or conditions.
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