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Comtan, Stalevo (entacapone): Drug/Safety/Communication -.QnggiggjgajgtyREVié;w/of
Stalevo (entacapone/carbidopa/levodopa) and/Possible Development of Prostate 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 with the entacapone
component of Stalevo. FDA subsequently
required the Stalevo manufacturer, Novartis,
to conduct a study 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 (entacapone) and Stalevo
(a combination of entacapone, carbidopa,
and levodopa) will remain the same in the

prescribing information.

Health care professionals should
follow standard prostate cancer screening
recommendations for patients.

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-
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

SEIE FDA % 75 2% B0 P ey <2 7R IR 38 )
Comtan (entacapone) flIStalevo (entacapone,
carbidopa, and levodopa) B35 A H R
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FRAREE A B O R BRI SR L
’E o ARIBIE LRIV - SEE FDA ROR
entacapone FY {8 FH BE RiT %71 it LB 1 20 T e
Eg °
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containing?utm_campaign=FDA%20
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Ertapenem P 8 52 B i) FRSE R 5

1 15.0 kg

O3 R Ti

OBl HNE FH 2 K5 :8.0cm B
Bah e @ SCr=0.46 mg/dL; CCr=106.4 mL/min
i 68 @ ALT=14 U/L

B % : WBC=15300; CRP=17.11; WBC/Pus=4+; Urine WBC=3+;
Urine culture= Klebsiella pneumonia, sensitive to ertapenem
TET R b IRE RS
G Y58 mME | AR | BE
Invanz® inj 1000 mg (ertapenem) 225 mg Qb IVA
Befon® tab 5 mg (baclofen) 5 mg Q12H PO
Vanconin® tab 2 mg (diazepam) 2 mg QN PO
P VIR L LT
£% &4 7 : Invanz® inj 1000 mg (ertapenem) 225 mg QD IVA
IEAEJR 77 Invanz® inj 1000 mg (ertapenem) 225 mg Q12H IVA
cloacae ZWPRERRZ: + H
k& 75 5F = » =l cephalosporine
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RS SRR & Ry 15 mg/kg/
dose Q12H » BEXR i AR =
K500 mg ° WA 15T » 4K
R ERRR R 2 1E T 225 mg
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SCr (serum creatinine): 0.5-1.5
mg/dL; CCr (Creatinine clearance
rate): >60 mL/min; ALT (alanine
aminotransferase): 8-36 U/L; WBC:
6000-17000 /ul; CRP: 0-0.5 mg/dl
2LHH
1. American Academy of Pediatrics
(AAP). In: Pickering LK, Baker CJ,
Kimberlin DW, et al, eds. Red Book:
2012 Report of the Committee on
Infectious Diseases. 29th ed. Elk
Grove Village, IL: American Academy
of Pediatrics; 2012.
2. Chang FY, Chang SC, Chen YS,
et al. Guidelines for antimicrobial
therapy of urinary tract infections in
Taiwan. J Microbiol Immunol Infect
2000;33:271-272.
(S BB IR R B B g 2
VRIS PR EE R / o W K EA SR B R PR
geEtine 1)

=




21348 2019.09.30~10.06

Pharmacist Weekly

2 & CEA

|
]

BitHhEMABAHTEERE

O Gt il &A1k

AL SERT A S SRR A A W 3E R
Btk - o3I E PSS BRGSE s
T B B R S B R e -
AIFFRIEMEEEE - BETREANELE
AR R - R A RERK S B GR A
b ARIFTHEER DR TR 5 SRR T

SRR TR -

s RS o it SRR A e R TR
SRS - AR E R
5 [Pl B H CAEMRE G thi R B
IR - SR H CiE BRI AR -

it Wk 2 e B 2 AN [RIRTHIE) - B T SRR
SO AR - EEMTT - BESM
B ~ BESS ~ SRFME ~ WA

thilERREE

PR RAG ~ AATEEE - FEIESE 0 &R
BRI S S HE TR SR VAR Y R R SR T
= BAFEEN 160 /NER - AT HE RS R
S EEGE - e AR R SRR B B
e ZARAOEERER B R E A B
THEAH AE LIZEFimErEE -

¥t BAEMHE P ZERXEEE A
AR B TR I [ - 5R SRR B T RALE
i R B B T R R A P 2 B B ey e I TR -
i S AT I B AN IE FUR AR SE S R
B ARERE T B - SERMH e gE IR
P L E RS E RN - IR — I EERTRE B
EEDHA - SRERRRGEFEEAEMY T E
REEWRE ~ BUERTA - DI REEMmrIH)
s > B AR 2R TR S T 38 R
R EC - JESERTT S SE BRSO S LT -

TTHRRERXRER ZMRAF

O3 Hidbiii Gt & H i

Fo (LI ORTAITE B - G0 & SRS TG ED
S ERMER] 5 ~ O - BEGERR B EIREREE - T
LTSRN R A IR EENoH 22 H - 1E
S E AR/ N BRI L T 108 SRR
SRERAPUAGHTE | °

—ARF > REPERETHER - R

s i
i o o I8 3t
B & I

XHR A © TR
ot 3

—

. S i

AR 1 8 Bl 50 730 FiS - B SRR BRI CEG
B > BER RS 1% B E R AR R R
WA e BB A LR AR« FHEEIR LB = ~
PRI R — B ~ MR IR LB = - Y
A3 A~ B EE ~ RHEEEIC SR L

~/\\ 5 o
HEG  HENLSE

TTRIREUEHE - HEILNERET] - K

JE ~ MifESE - RIS - R E AR
WA RERS Y » LEFE AR ] 3 B (AR ST
e AR SE RN AL R — BE AR A F K - ok
i~ BRI AL TR SERE - Al S
197 - R E R AR ~ R -

SEGCETCE R - BT SR
B2 1% o AR R e o pRAS RGO
RGN Y-S B B ElutE B SRS/ )
JerigER A g~ HrdLTPREERRSE T L
B IE oK LEAE - B AR - H S E
wEHIE  EEKGE - FEEUEE - HECE
IR LR ~ 855 ~ B8k, - TRENERIERN R -

NEEFHEELN  EE AWM A
FHYINE ~ EAHEEE ~ AMENGER TR
i > AL AR ISR - HOE—2REIS

&\

O3/ Bt &S
8 H30 H - AL AR BREF TR S
3 HEREER 7 R 7 AN 2 = 2
fErmER H AT EAR R S - EAER]— g
T2 Ll EigEishass - AEEE R g
Wi HI AT A Rl R st il R TR TN - bt
DI BIEESGH  thSRAS RIS 2
e R IR | 2R EESKE ) - 38
RIFEERARHTSEFITEY) ~ AR ~ 258 ~ 5% ~ 1
85 MBI EERSER B R IR R T -
HIRE R BB UG LR e - b
ik R T EESE B IR -
R AR By S F LS
HETRIE - R L — S R RS T P R
1 DUREIFRRE - 345
1~ PHEEETES - AHBHER 1 - FEFRIRE - B

&~ EAR ~ EIA  BRBRIRROREGR - T RN
FE B Bt o

2. KB KRG R R SE - A&
SER ST EEIR - (E Rl E R - THRGRZ
R o SIYNERNE R B AR R R R
RA - WEE B -

3. FEFRRSERIAC - SERE RORAR - I I RER R
J 5 SCE T Bt I 2 Ry o P Ry
Bl -

4. FRBEAN 1A F B B P R R RO S IR
BEIPE - R R E RITERS ~ 16 R
IR FIR R T o

5. HEET TR SEYIELE IR BB - ST
T S E IR ERIR -

6. 7% ~ F B~ KEDLrPSE~MEAUEEAE -

7. F SLSERE R B B

T A

et

BRHEMAE 2

(BHhTHEMAES 108 EERETHENEE)
E:Fe5 108 208K 108 27H(H)

EERHhEE AT AS SR (APTAES EAE
“E34065E518)

BHRTMEMAEEE - 2M1X600T 2
fn2X10007c; FEE 21X 8007T
212K 1400 7T (EHMBMHE )
EELSPHEMAEIIE (APHEEESE
KEBTER4065R512 ) BIGHTHEE -
ZIBAFME : B—~1EF09:00-17:00 °

HBHIE 10 B 16 AEiEmiRELE

Bt 48 A BRTHE - ZHE 04-23220072

BR85S 168

EHERETE(FECE/IR) ARAER  #
B fRERIFAR o

B2ER -

HaAN:




BB &R  Pharmacist Weekly 2019.09.30~10.06 552134 48

OKBER ..o
EEATE A

BEFFINET EMERIIEB 16 T{URBFR AR
REBREHEEFI—E
UESE. HIRKE. %fﬁﬂiﬁﬁ’aéﬁﬁfﬁﬁﬁ

SAINEERS - (IENLEER
e 7-om R 8-108

vRABER vEAHR cenmiirses
BT

#0O.hke. 2L .. AR AE.RH.EF E.ER.EN L. 1T A8 ER HM.E®
118, <P F0. KA . fT@. e AR AR R R R D AT B3 el &%
iS5 M EY KEHE RS BEFEE
B E A E104 A NERTTIRE B F sk e-mail B E Egt0986@greattree.com.twif B F (S 7EM:03-4333123 #78£298/355 - F#0970912995)




