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wall tears with multiple sclerosis drug Lemtrada (alemtuzumab)

The U.S. Food and Drug Administration
(FDA) is warning that rare but serious cases
of stroke and tears in the lining of arteries in
the head and neck have occurred in patients
with multiple sclerosis (MS) shortly after they
received Lemtrada (alemtuzumab). These
problems can lead to permanent disability and
even death. As a result, we have added a new
warning about these risks to the prescribing
information in the drug label and to the patient
Medication Guide. We have also added the risk
of stroke to the existing Boxed Warning, FDA's
most prominent warning.

Alemtuzumab is also approved under the
brand name Campath, which was approved
in May 2001 to treat a type of cancer called
B-cell chronic lymphocytic leukemia (B-CLL).
The Campath drug label will also be updated
to include these risks in the Adverse Reactions
section under Postmarketing Experience.

Patients or their caregivers should seek
emergency treatment as soon as possible if the
patient experiences signs or symptoms of a
stroke or tears in the lining of the head and neck
arteries, called arterial dissection, which can
include:

- Sudden numbness or weakness in the face,
arms, or legs, especially if it occurs on only
one side of the body

- Sudden confusion, trouble speaking, or
difficulty understanding speech

* Sudden trouble seeing in one or both eyes

* Sudden trouble with walking, dizziness, or
loss of balance or coordination

+ Sudden severe headache or neck pain

Most patients taking Lemtrada who
developed stroke or tears in the artery linings,

developed symptoms within 1 day of receiving

Lemtrada. One patient reported symptoms that
occurred 3 days after treatment.

Health care professionals should advise
patients at every Lemtrada infusion to seek
immediate emergency medical attention if
they experience symptoms of ischemic or
hemorrhagic stroke or cervicocephalic arterial
dissection. The diagnosis is often complicated
because early symptoms such as headache and
neck pain are not specific. Promptly evaluate
patients who complain of symptoms consistent
with these conditions.

In the nearly five years since FDA approved
Lemtrada in 2014 to treat relapsing forms
of MS, we identified 13 worldwide cases of
ischemic and hemorrhagic stroke or arterial
dissection that occurred shortly after the patient
received Lemtrada (see Data Summary). This
number includes only reports submitted to
FDA,* so additional cases we are unaware
of may have occurred. Twelve of these cases
reported symptoms within 1 day of receiving
Lemtrada. As a result, we have added a new
warning about this risk in the Warnings
and Precautions section of the prescribing
information in the drug label. We have also
added the risk of stroke to the existing Boxed
Warning, FDA's most prominent warning.

SEER FDA BATEEY L 2T - £8H
% 2 M EALIE (multiple sclerosis, MS) F35 A
f# F Lemtrada (alemtuzumab) Z&FHA » H
B2 R g EE YA RS © A JERTEH SR El
IR I - 8L R EFTREE R A
BRpR - HEIET - HKBIFDAY 2014 5%
#E Lemtrada /R R MS LIZK - Hfii s
B 13 fEZB17EBE H Lemtrada 2N A Hi Bk
AL P T S o e o e e B i sl o R
IR G B FDARYEH - JRn[ e H

fili 55 % 2B FDA NABERYZE BB - Hrp
12 BI7E825 Lemtrada & 1 KA BEAR -
It > 2B FDA 38 505 B AR A R 385 R
NI LCETRYBEY) 22 25 AR - MR BA RN
R T T e AE AR A A e -

Alemtuzumab t 2L Campath % fi %4
22001 4% 5 H 5B FDA #% 1 B1f - FIRIA
# Bl HE P2 PR R EE LS (B-cell chronic
lymphocytic leukemia, B-CLL ) © CampathZ
SE L B AE TR A R HEERA
Ja\fg -

i A H R o B B S A B R P A
REAEIR - FESRDURE - HHEIRE S ¢

g FESRRTRZEAMAEGRTT - Rl
1A Srie— I iRy

- ZRANIERL ~ FlEE IR EE S AR DA

- —HREREERAE R ) _E 28R R R

- ATAEWEE - BHE BRI e

- ZRIRBI TR B SHAR TR

ARZHH R SRBIRKEEZ R A - 2
{5 Lemtrada #& 1 RIHIRAEIR 5 1490 A
AR a3 RIBEIR -

B S BER B KL Lemtrada
IRFES R A0SR A SRR I P B I 14
o R\ BSEER B KB AEAR - e 2 RIEEE - Itk
[T S B R T IR - DX R R A SRS A
FRIEIRARERIRME - 2R A LR RS
DA EAHBRSEAR - FESZRIFHL -

M B AR S B il 58 B RO 22 EE
2Z FDA#4L : https://www.fda.gov/
Drugs/DrugSafety/ucmé624247.htm?utm_
campaign=FDA%20MedWatch%20-%20
Lemtrada%20%28alemtuzumab%29%3A%20
Drug%20Safety%20Communication&utm_

medium=email&utm_source=Eloqua
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O X/ ZE

EBEE (Millettia WIGHT & ARNOTT ) 4%

B EZTIREBIEY) » KB REY 2R 2 AR
WFSeEEREERAN T ¢
B3 fEE (Millettia nitida BENTH. ) ~ 58
J2& ( M. pachycarpa BENTH. ) » /NEEFARE (M. pulchra
KURZ.) ~ Z ik (M. reticulata BENTH. ) » JL5+H
47 o BHEIIFSETRE - B H FETEIEARE (M.
nitida ) » FE AR (M. pachycarpa) #E » #& Ll &
2V SUER ~ TPRETEYIIZERT ~ MR
AREETEYIEAGOHE, » DURARE g & PR Rnv Y -
ifi22% Flora of Taiwan * BFREEGHAE - (ERAEYIMR
e (IN
1. NELH9  BERIBEEMERF
2./NEE5 5 H/IMEEE ;. REmIR
/ HEZEFATEE M. nitida
1. NEZR9  ERIREBENKTER
2.7/NBE9~13 5 M/ IMEEE - P
/ B8 FEJEE M. pachycarpa

HESESM

FREZ FEAEL AR 0 Fe SRR (rotenone ) » B2 /S
e e R S A B AL e 0 R TR SEE T T 0 1 E Rz Lk
5 DUFERRIR (e R IR IR 9 0 8 » IRBUERAE 293.2
nm B kg - FER (a1~ 2) -

L FR L BT YL

Y- BRSO R ]

#idsda ¢ Acetonitrile : HyO =70 : 30
#ig ¢ 1 ml/ min
Hem & A 2902 nm
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(AXEEBOPTHEMA TP ERREZATER)
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(fEP gt =38 )

Apalutamide E Enzalutamide
P n] K IR R IS 5 B b

O ./ EMW¥l

g I (RAERTY IR ) A ER 20 ~ WREEAS - I S T
Bk -+ [AIHRFH2 E AR BFE BOE B Y R T2 B BHE R A i e
ANBE KRB » B8 M B 3T B B RR 38 2 o A58 A 388 A iR
[RIEE > A0{A] PR A A% fi 7 A i TS I 5 BT BE 2R RRAE © 2018 FE 38
FDA B R AL R L1775 B ( metastasis-free survival ) & {FFZ
B R EBETEAE (primary endpoint) » MHRERLHERT — R PULHEE R ZEDY)
apalutamide £ enzalutamide fJf | ADT (androgen-deprivation therapy) 7%
Bk - FIIIGHRA = R RS H 5 R SRR A AR DU R S e
A WTEBEER R NSRS AT - R s R e - A
A e JE e AL B R Bk 7 R RS R B A R BE TS - R
AHJPSA (prostate-specific antigen ) fi5 HERF ] /N ZERA 10 1 H 2 PSA
EFERRAZFER 8 ng/ mL » REWRATRIEIN A 252 S SRR g
gonadotropin-releasing hormone analogue IS FEHTA] » R A MLIR
HHY testosterone AEFFAE 50 ng/dLDAS - — &M E » EE M EEEREN
H TR U 3 4

e — HARE M B S G RS SPARTAN (Selective Prostate Androgen
Receptor Targeting with ARN-509) DAF#% Ky 18 5% LA b H A = R i %
BRI A Rt 728 52 - 0 Fff F apalutamide 240 mgi#H (n=806)
R A (n=401) - FIFHEFRFEGEH ADT KR8 - FERFEH
apalutamide AF P REAE A% i 386 I AR O TELRS IRF AR SRR AL - Ho i SEiE RS
EIEEAS ARy 40518 H B 16.2 8 H (p<0.001) » KIEIE RS 8EH LL
H53 7R 10.6% B 7% + B EEI/FFRY%E 4238 apalutamide fH (45% ) /Eift
BHEAE (349% ) » BIANEILEE (14.3% vs 11.8% ) ~ B2 (5.2% vs 0.3% ) K
BT (2.7% vs 0.8%) °

S5 = WIREH EE S 1R RS PROSPER [RIAR LUA e R B iiis iy
WL IEHE A Rt JE ¥ 52 - 43 Fyfi ] enzalutamide 160 mg#H (n=933)
KA (n=468) > MIAHE R M ADT REH L - FiIRBH
enzalutamide fH T[] B W REAE AR 15 IR RS I R RO IR EIE - Tz
SR IG5 R 36.6 A B 14.7 8 H (p<0.001) » TEELH FBR ARG
FERIIRFE 530 Ry 39.6 1 H B 17.7 18 H (p<0.001) » k2 PSA B{E AL L7
YRR R 23 A R 37.2 48 H B2 3.94E H (p<0.001) » RIEI{E A EBUZEER L
BRI Es 9% ke 6% » g EEI{FEHHYEE 42K enzalutamide # (31% ) =R
HIRM (23%) » BZ R AN E R AT RERIEITER -

Apalutamide B enzalutamide Ky 2 — QI FAH G BEAH I MR BGR SE HG S
PUR > W EE(E AR TR0 L - B TR R B2 ek &
[FJRFREIET i DNA A £ 48#8% - SPARTAN 2 PROSPER i PRiABRHIAE
R o H TR R E R R R IE < e R ER - B EEIRRE
#%  apalutamide B enzalutamide fif ] ADT WAL B ] ADT K 849%
& 0 ATEHER -G RRAY R IR B R R - (R th e S S i
RRFERY 2 ERVIERS AR - RN NG S B L & I SEHT R - 1LS) -
FEIGHEIAR - FEARHI A % R e s At e BB RA Jase 15 H iy i HY
$5'2 (1200 mg) Rty D (800-1000 TU) » EE 3T EESHE A FE N 1
denosumab ~ zoledronate 5 alendronate %8 5, K [BEAK B 7 JEL g
51 ISR
1. Smith MR, Saad F, Chowdhury S, et al. Apalutamide treatment and

metastasis-free survival in prostate cancer. N Engl ] Med 2018;378:1408-18.
2. Hussain M, Fizaz K, Saad E, et al. Enzalutamide in men with nonmetastatic,
castration-resistant prostate cancer. N Engl ] Med 2018;378:2465-74.
(ARG R st IO SR IHE RS B S SR PR AR / (55 WA K S48 B e 1 /
1508 5 e SURHEG PR 6 RIIBCOPRBEE )
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Tadalofil Sandoz® |
Tablet £
ian 20mg o |

Tadalafil 7= b ool

Tadalafil Sandoz® Tablets 20mg > At |

Fi53 : BRI AR S 20 Ziatadalafil

FiERAE : OPREER -

fERMAESN - —MRMS - MHREERER10 2R > EFEPETAIRA ERESTZXE - WAMRAtadalafil 10 ZRISTEEERRE

AIE#20 25 o EHEMITARIZ0 SERAAEE - RERZ—K—X o Tadalafil 10 25uK20 BREETAIIMITARNRA - TEESESHRE -

TR IERT
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ERAREIREEER BN | EERTEEREENRATEERELE - REBRETRANZERABER10 2k ( REHHEER) -

ERARFIIREEERISBM | N RNEEEER10 2R - ERBMITARIRA @ ERESTEXE o FHtadalafil EEREMFINEEIRE(Child-Pugh Class C) MAZEBRRZZME
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Tadalafil Sandoz® Tablets 20mg : EERZE#HF580270205% o= RS .
L BIZEEF 551070202575
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