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What is a biological product?
Biological products include a wide range of products such as vaccines, blood and
blood components, allergenics, somatic cells, gene therapy, tissues, and recombinant
therapeutic proteins. Biologics can be composed of sugars, proteins, or nucleic acids
or complex combinations of these substances, or may be living entities such as cells
and tissues. Biologics are isolated from a variety of natural sources - human, animal,
or microorganism - and may be produced by biotechnology methods and other
cutting-edge technologies. Gene-based and cellular biologics, for example, often are
at the forefront of biomedical research, and may be used to treat a variety of medical
conditions for which no other treatments are available.
How do biological products differ from conventional drugs?
In contrast to most drugs that are chemically synthesized and their structure is known,
most biologics are complex mixtures that are not easily identified or characterized.
Biological products, including those manufactured by biotechnology, tend to be heat
sensitive and susceptible to microbial contamination. Therefore, it is necessary to use
aseptic principles from initial manufacturing steps, which is also in contrast to most
conventional drugs.
Biological products often represent the cutting-edge of biomedical research and, in
time, may offer the most effective means to treat a variety of medical illnesses and
conditions that presently have no other treatments available.

Contact FDA
(800) 835-4709
(301) 827-1800
ocod@fda.hhs.gov

Consumer Affairs Branch (CBER)
Division of Communication and Consumer
Affairs
Office of Communication, Outreach and
Development

https://www.fda.gov/aboutfda/centersoffices/officeofmedicalproductsandtobacco/cber/ucm133077.htm[



What Are "Biologics" Questions and Answers

Food and Drug Administration
1401 Rockville Pike
Suite 200N/HFM-47
Rockville, MD 20852-1448

Resources for You
Consumers (Biologics)
Healthcare Providers (Biologics)
Industry (Biologics)
About the Center for Biologics Evaluation and Research (CBER)

More in About the Center for Biologics Evaluation and Research
CBER Offices & Divisions
CBER Vision & Mission
CBER Reports
CBER Ombudsman
CBER Product Jurisdiction

Page Last Updated: 08/05/2015
Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.
| Kreyòl Ayisyen | Français | Polski |
Language Assistance Available: Español | 繁體中文 | Tiếng Việt | 한국어 | Tagalog | Русский | العربية
Português | Italiano | Deutsch | 日本語 | فارسی
| English

Accessibility

Careers

FDA Basics

FOIA

No FEAR Act

Site Map

Nondiscrimination

Website Policies

U.S. Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
1-888-INFO-FDA (1-888-463-6332)

    

Contact FDA

 FDA Archive
Combination Products

 Emergency Preparedness

 Federal, State & Local Officials

 International Programs

 Consumers

https://www.fda.gov/aboutfda/centersoffices/officeofmedicalproductsandtobacco/cber/ucm133077.htm[

What Are "Biologics" Questions and Answers
 Advisory Committees

 News & Events

 Health Professionals

 Regulatory Information

 Training & Continuing Education

 Science & Research

 Safety

 Inspections & Compliance

 Industry



https://www.fda.gov/aboutfda/centersoffices/officeofmedicalproductsandtobacco/cber/ucm133077.htm[

