FDA’s Center on the

Front Line of the
Biomedical Frontier

The nation’smore than $40 hil-
lion annud investment in bio-
molecular ressarchisfudinga
deluge of promising new medica:
tionsthat will eventudly land a the
FDA'sdoor, seeking goprova to
enter the market. For many of the
mogt exotic trestments—from
cdlular replacement thergpiesto
animd organ trangplants—the gate-
keeper isthe Center for Biologics
Evaluation and Research (CBER).

CBER regulaesbiologica prod-
uctsfor disease prevention and
trestment that are inherently more
complex than chemicaly synthe-
Szed pharmaceuticds, including:

* Blood and blood products, such
as plasma, blood-derived proteins
induding dotting factorsfor
hemophilia, tests used to screen
blood donors and devicesused to
meake blood products.
 Vaccinesand allergenic
products.

* Protein-based drugs, suchas
monoclond antibodies and cyto-
kinesthat dimulate theimmune
system to fight cancer, and enzyme
thergpiesthat Sop heart attacks.

These and other biological prod-
ucts have the potentid to provide
immense public hedlth benefits, and
they arebeing developed a an annu-
a ratetha hasincreased from 3501in
1990 to more than 650 in 2000.

Inaddition, CBER'sstientigsare
prepared to eva uate the sefety and
effectiveness of productsthat will

result from the most complex and
exaiting areas of biomedica
research, including:

» Human genetherapy designed to
dleviate human diseases by trans-
ferring norma versons of genesinto
target cdls.

» Xenotrangplantation, the
techniquein which organs, tissuesor
cdlsfrom animassuch aspigsare
trangplanted into petients.

* Cdlular and tissuetransplants,
incdluding sem cdll thergpy, which
offer the promise of new therapeutic
trestments, including restoring
damaged tissue.

» Tranggenic plantsand animals
whose productswill result in new
biotech vaccines and therapeutics.

» Genomics, proteomicsand
bioinformatics, techniquesthat will
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The rising number of investigational new
biotech drug and device applications indi-
cates an increasing number of new products
to be reviewed by CBER in the coming years.

Countering Bioterrorism

CBER playsanintegral rolein
severa initiatives to protect the
Nation against bioterrorism. The
Center is helping to advance the
development and licensing of
products to diagnose, treat, or
prevent outbreaks from exposure to
bioterrorist pathogens by entering
the process at an early stage and
helping the products to rapidly meet
the regulatory requirements. The
Center also is developing procedures
and protocols to make possible the
safe use of promising experimental
products when there is no approved
medication for the treatment of
victims of terrorism.

leed the way for new biologica
product discovery and patient

management.

 Variant CIJD and BSE.
Evduation of methodsfor testing
and remova from blood products of
infectious particlesthat causethe
humean iliness associated with BSE
or “mad cow disease”

* NudecAdd Tegting, methodsto
detect known pathogenswith ever
gregter sengtivity and to identify
emerging variants of these agents.

* New vaccinesand new vaccine
technologies Vaccinesagang
diseeseslikeAIDS, TB, mdaia,
antibiotic resgtant infectionsand
chronicillnessesare beginning to
show promise.

For moreinformation, pleasecdl
CBER a 1-800-835-4709 or 301-
827-2000, or vist the FDA Web ste
a wwwifda.gov/cher.

DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

Office of Public Affairs

5600 Fishers Lane

Rockville, MD 20857

Publication No. F$ 01-4
FDA Web site: www. fda. gov
Revised: Febiruary 2002




