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21st Century Cures Act 2016512 13H

(An Act To accelerate the discovery, development, and delivery of 21st century cures, and for other purposes.)

BEEREMNE%Section 3033-3036IciE

Sec. 3033. Accelerated approval for regenerative advanced therapies.
= BEEERDZIMNE

Sec. 3034. Guidance regarding devices used in the recovery, isolation, or delivery of regenerative advanced therapies.
Sec. 3035. Report on regenerative advanced therapies.

Sec. 3036. Standards for regenerative medicine and regenerative advanced therapies.
= BEXEBOM. fifi. SLUBBERIEIIHICIEERRERE

FDAW 142 TRIBEAMICET2MEDOER1 2019FE3H26H (Draft:20174£128188)

Standa dD velopment and the Use
Stal d d n Regulator 9 bmlsslons
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CBER Voluntary Consensus Standards Recognition Program for Regenerative Medicine Therapies
(https:/ /www.fda.gov/vaccines—-blood-biologics/standards-development-regenerative-medicine-therapies)

AR #

spo D |Year T

ASTM F2739 2019

ISO
ISO

ISO
ISO

ISO

ISO

ISO

21560 2020
23033 2021

21973 2020
20399 2022

10993-1 2018

20391-2 2018

20391-1 2018

20235 11A28H
BF: BFHPLELL TEELLRE

Standard Guide for Quantifying Cell Viability and Related Attributes within Biomaterial
Scaffolds

General requirements of tissue—engineered medical products

General requirements and considerations for the testing and characterization of cellular
therapeutic products

General requirements for transportation of cells for therapeutic use

Biotechnology - Ancillary materials present during the production of cellular therapeutic
products and gene therapy products

Biological evaluation of medical devices —Part 1: Evaluation and testing within a risk
management process

Biotechnology - Cell counting — Part 2: Experimental design and statistical analysis to
quantify counting method performance

Biotechnology — Cell counting — Part 1: General guidance on cell counting methods
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