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U.S. Regulatory System on Biological Products and
the Requirement of Registration and Listing
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Abstract

As a country with a well-developed biomedical industry, U.S. has established a comprehensive regulatory system
over biological products. This article introduces the supervision system on biological products developed by U.S.
Food and Drug Administration (FDA), which include regulatory authorities and their functions, the legal framework and

fundamentals and the requirements of producers registrations and drug listing. The FDA regulatory system can serve as

the guidance and reference for national regulatory authorities and manufactures.
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1 21 CFR 25 Environmental impact considerations

e

2 21 CFR 58 Good laboratory practice for nonclinical laboratory studies

3 21 CFR 201 Labeling

21 CFR 207 Registration of producers of drugs and listing of drugs in

commercial distribution

21 CFP 211 Current good manufacturing practice for finished pharma-

ceuticals

6 21 CFR 312 Investigational new drug application

7 21 CFR 600 Biological products: general

8 21 CFR 601 Licensing

9 21 CFR 610 General biological products standards

21 CFR 606 Current good manufacturing practice for blood and blood

10
components

21 CFR 607 Establishment registration and product listing for manufac-

11
turers of human blood and blood products

12 21 CFR 1270 Human tissue intended for transplantation

13 21 CFR 1271 Human cells, tissues and cellular and tissue based products
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