
42 U.S. Code § 263-1
Education on biological products

(a) Internet website
(1) In general

The Secretary may maintain and operate an internet website to provide educational materials for health
care providers, patients, and caregivers, regarding the meaning of the terms, and the standards for review
and licensing of, biological products, including biosimilar biological products and interchangeable
biosimilar biological products.

(2) Content
Educational materials provided under paragraph (1) may include—

(A) explanations of key statutory and regulatory terms, including “biosimilar” and “interchangeable”, and
clarification regarding the use of interchangeable biosimilar biological products;

(B) information related to development programs for biological products, including biosimilar biological
products and interchangeable biosimilar biological products and relevant clinical considerations for
prescribers, which may include, as appropriate and applicable, information related to the comparability of
such biological products;

(C) an explanation of the process for reporting adverse events for biological products, including biosimilar
biological products and interchangeable biosimilar biological products; and

(D) an explanation of the relationship between biosimilar biological products and interchangeable
biosimilar biological products licensed under section 262(k) of this title and reference products (as defined
in section 262(i) of this title), including the standards for review and licensing of each such type of
biological product.
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