
21 U.S. Code § 356g
Standards for regenerative medicine and regenerative advanced
therapies

(a) In general
Not later than 2 years after December 13, 2016, the Secretary, in consultation with the National Institute of
Standards and Technology and stakeholders (including regenerative medicine and advanced therapies
manufacturers and clinical trial sponsors, contract manufacturers, academic institutions, practicing clinicians,
regenerative medicine and advanced therapies industry organizations, and standard setting organizations),
shall facilitate an effort to coordinate and prioritize the development of standards and consensus definition of
terms, through a public process, to support, through regulatory predictability, the development, evaluation,
and review of regenerative medicine therapies and regenerative advanced therapies, including with respect to
the manufacturing processes and controls of such products.
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