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5 SECTION 1. Short title. This Act may be cited as the “FDA Modernization Act 2.0”. SEC. 2. Alternatives
to animal testing.(a) In general.—Section 505 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C.
355) is amended—

(1) in subsection (i)—

(A) in paragraph (1)(A), by striking “preclinical tests (including tests on animals)” and inserting
“nonclinical tests”; and

(B) in paragraph (2)(B), by striking “animal” and inserting “nonclinical tests”; and
(2) after subsection (y), by inserting the following:

“(z) Nonclinical test defined.—For purposes of this section, the term ‘nonclinical test’ means a test
conducted in vitro, in silico, or in chemico, or a non-human in vivo test that occurs before or during
the clinical trial phase of the investigation of the safety and effectiveness of a drug, and may include
animal tests, or non-animal or human biology-based test methods, such as cell-based assays,
microphysiological systems, or bioprinted or computer models.”. S.5002-FDA Modernization Act
2.0 117th  Congress  (2021-2022) > #g #E  : https://www.congress.gov/bill/117th-
congress/senate-bill/5002/text » %1% %% HHf : 1154518 -
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8 Covington, Passage of Senate Bill S. 5002, “FDA Modernization Act 2.0,” Relating to Animal Testing °
October 4, 2022 > 44 4l : https://www.cov.com/en/news-and-insights/insights/2022/10/passage-of-
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Souhrid Mukherjee, Joseph C Wu, Organoids and organs-on-chips: Recent advances, applications in drug
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