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Comtan) Stalevo) (entacapone): Drug|Safety/Communication - Onﬁgi_ngjsaigtyljgvigﬁ of
Stalevo)(entacapone/carbidopa/levodopa) and Possible Development ofProstate,Cancer

AUDIENCE: Pharmacy, Neurology,
Urology, Patient

ISSUE: FDA review finds no increased
risk of prostate cancer with Parkinson's disease
medicines, Comtan (entacapone) and Stalevo
(a combination of entacapone, carbidopa, and
levodopa).

BACKGROUND: FDA alerted the public
of a clinical trial in March 2010 suggesting
a possible increased risk of prostate cancer

Patients should continue to take their
medicine as prescribed. Talk to your health
care professionals if you have any questions or
concerns.

Read the MedWatch Safety Alert,
including a link to the FDA Drug Safety
Communication, at:

https://www.fda.gov/drugs/drug-
safety-and-availability/fda-review-

finds-no-increased-risk-prostate-

— R4 LT R RS » G FDA 7R 53 4MsE
FHARATEE A B HR OR A SR A 0 R B 55 It
fRE - AR IS LEHIMIIESE - 2B FDA K
7~ entacapone F 5 FH B2 175 i ge B v 2
JHERA -

Kt » 2B FDA ¥ /A Comtan
(entacapone) Al Stalevo (entacapone,
carbidopa, and levodopa) {/5 B8 R {5 R g
MEFRF AR o BEREZE A BIGHR A E S
TEREHE RIS IR Al A -~ TR A BB IR

with the entacapone component of Stalevo. cancer-parkinsons-disease-medicines- [RIERAREE - A E T FEEEERE » §E:%
FDA subsequently required the Stalevo containing?utm_campaign=FDA%20 GE&EHEH %%AE\ €
manufacturer, Novartis, to conduct a study MedWatch%20-%20Comtan%2C%?20 FHEAEN B BB 4SS5 2222 FDA g4l :

to further evaluate this potential risk. FDA
also studied this issue independently using
data from the Department of Veterans Affairs
Health Care System. Based on these additional
studies, FDA concluded that entacapone use is
not associated with an increased risk of prostate
cancer ( see Data Summary).
RECOMMENDATION: As a result,
FDA's recommendations for using Comtan

Stalevo%20%28entacapone%29%3A %20
Drug%20Safety%20Communication&utm_
medium=email&utm_source=Eloqua

KRB FDA 35 25 38 25 5 FH ip <2 Ak IR BE D)
Comtan (entacapone) I Stalevo (entacapone,
carbidopa, and levodopa) FJ A HRiTFIRSE
B S ARG - € FDA B2 201043 H
IRIR — W PR B B A BE YL 2 AN, - B
Stalevo HH1.Z — {77 entacapone ] REHY I

https://www.fda.gov/drugs/drug-
safety-and-availability/fda-review-
finds-no-increased-risk-prostate-
cancer-parkinsons-disease-medicines-
containing?utm_campaign=FDA%20
MedWatch%20-%20Comtan%2C%20
Stalevo%20%28entacapone%29%3A %20
Drug%20Safety%20Communication&utm_

medium=email&utm_source=Eloqua

(entacapone) and Stalevo (a combination B FTSIRFERYJERS - SEE FDABERE R BRIKIR : EBIFDAZ YR 2 ZES

of entacapone, carbidopa, and levodopa) Stalevo B3 4 Novartis HETTHHRANTSE » DI BRHEML : B AREFZaHE0

will remain the same in the prescribing

information. T
Health care professionals should [ = \ ﬁBmiEJ_iFMO?EEéETZE 8NEEB1000T [R2

follow standard prostate cancer screening Wﬁl““’”‘ i)

recommendations for patients.
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