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Confronting Cancer:

FDA’s Long Fight Against America’s Bane

Few hedth hazards have blazed a
trall astragic as cancer, the second
deadliest diseaszin the United
States. And thereisno public hedth
hazard thet the Food and Drug
Adminigration hasfought longer,
more persstently, and on morefronts
then this scourge, which currently
affects8 million Americans.

Inthelast nine decades, the agency
has battled cancer by such meansas
exposng fraudulent panacess,
Setting Sandardsfor radiation-
emitting equipment, and proposing
to regul ate the use of tobacco.

After Congress passed the Mam-
mography Qudity StandardsAct of
1992, the FDA launched amgor
program to fecilitate the diagnosis of
breast cancer by unifying and
grengthening the gandards for
mammography fadilities thar
equipment and the qudifications of
their personnd. The program helps
ensurethat every mammogram isof
the highest qudity.

Inaddition, the FDA hasmade
grest Sridesin making effective new
drugs speadily availableto patients
Here are two mechanisms devel oped
by the agency for that purpose:

* Accderated approval: TheFDA
has speeded up gpprovd for mgor
drugswhose effects on so-cdled

“aurrogate endpoints’—such asthe
Szeor number of cancer tumors—
indicate the likelihood of extended
aurvivd or other long-term hedth
benefits. Productsthet receive
acceerated approva must subse-
quently undergo additiond tridsto
provideclinica proof of the benefits
uggested by the surrogate end-
points.

New Advances Against Cancer

Since 1996, the FDA has approved
approximately 80 new cancer-
related medications or new uses of
already-available drugs. Some of
these products treat the disease,
some alleviate its pain and other
symptoms, some help to diagnose
it, and one reduces the risk of
cancer in people who are consid-
ered at high risk.

Thirty-five of these products have
been reviewed and marketed within
six months of their submission to
the agency; one of them—Gleevec,
for the treatment of arare chronic
leukemia—was approved by the
FDA in the all-time record time of
2.4 months.

According to arecent survey, the
rate of new cancer casesin the
United States declined an average
of 1.1 percent ayear from 1992 to

1998.

* Priority drugs Medicationsthat
promise mgjor advancesin hedth
carereceive priority trestment to
accd erae thair testing and availabil-
ity to patients. The FDA enhances
the devel opment process of these
products by helping the sponsors
design efficient dlinicd trids, and it
peeds up thereview of the resulting
evidence by using additiond re-
SOUrces.

TheFDA dso sponsorstwo
programsthat enable cancer patients
or their family membersto partici-
pateinthereview and goprova of
cancer drugs. The Patient Represen-
tative program trains and supports
patientswho sarveonthe FDA's
advisory committeesthat consder
the safety and effectiveness of new
cancer drugs. The Petient Consultant
program enables cancer paientsto
participatein FDA mestingswith
gpoonsors of key dinicd tridsfor
cancer drugs.

For moreinformation, cadl the
FDA's office of specid hedthissues
a 301-827-4460 or vist
wwwifda.gov/oashi/homehtml.

The Nationd Indtitutes of Hedth
ligssudiesthat aretesting new
cancer treetments a http:/
cancer Trials.nd.nih.gov.
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