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Belviq) Belviq XR(lorcaserin) by/Eisai: Drug Safety/Communic

FDA Requests/ Withdrawal of Weight:Loss Drug)(1)

AUDIENCE: Patient, Health Professional,
Pharmacy

ISSUE: The FDA has requested that the
manufacturer of Belviqg, Belviq XR (lorcaserin)
voluntarily withdraw the weight-loss drug from
the U.S. market because a safety clinical trial
shows an increased occurrence of cancer. The drug
manufacturer, Eisai, has submitted a request to
voluntarily withdraw the drug.

When FDA approved lorcaserin in 2012,
we required the drug manufacturer to conduct a
clinical trial to evaluate the risk of cardiovascular
problems. A range of cancer types was reported,
with several different types of cancers occurring
more frequently in the lorcaserin group, including
pancreatic, colorectal, and lung.

BACKGROUND: In January 2020, FDA
announced we were reviewing clinical trial data
and alerted the public about a possible risk
of cancer associated with lorcaserin based on
preliminary analysis of the data.

RECOMMENDATION:

Patients

Patients should stop taking lorcaserin and
talk to your health professionals about alternative
weight-loss medicines and weight management

programs. It's best to dispose of unused lorcaserin

using a drug take back location, but if you can’ t

get to one you can dispose of lorcaserin in your

household trash:

1. Mix the pills with an unappealing substance
such as dirt, cat litter, or used coffee grounds; do
not crush them.

2. Place the mixture in a container such as a sealed
plastic bag.

3. Throw away the container in your trash at home.

4. Remove or delete all personal information on
the prescription label of empty medicine bottles
or packaging, then throw away or recycle them.

FDA is not recommending special screening
for patients who have taken lorcaserin. Talk to your
health care professional if you have questions.
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MethylergometrineRR@BRRARESRNANEES

O3 #ER% « £XH

POMR

71 B MR A > 170 cm/79.7 kg » BMI
27.6 » HERE -

WIIHFE SR ~ FIYIIRIE KRBT E T
fir (BPH s/p TURP ) » EHRAPREIFTR2 8 HE iRk
YRNERE el R EwE s -

SOAPE

S 2019/01/08 JT—{ HHAHIR -
(o)
1. iR
(1)20184F 12 H 20 HH#EST T 24/ NRELVEE -
FEOAE LBk 32-117 R/ 4y P
T EE73 K FEGER 3:44 0 HHIRE ML
BaitE o LEE32K
SEEE0Y 0= LG (Ventricular
premature contraction, VPC) #&#5E 5,941
R AGHEETHIHY 6% » B bigeminy,
trigeminy, uadrigeminy, 11 pairs & 3 salvos
(R OB R 127 2K/ 53 ) -
— RIEH L BREEFE—1E VPC Y EER
# (bigeminy) ~ 5 {6 1EH B EREE —
& VPC Y =K (trigeminy ) ~ VU
(quadrigeminy) ~ g —{HFHHEAY VPC
FH 11 R (11 pairs ) S EAE 3 E T (3
salvos ) °
BB L BRI (Atrial
premature contraction, APC) &t : 943K o
Tk = A FH Y (atrioventricular
block, AVB) : 5 10 K& (> 2.0%))
(2)2018 4 12 H 24 HHEST T LIREE i -
HUR7E/0 E R REIRE T BERI 2R BERY L)L
HRIM » Llaspirin, CCB, nitrate 5 statin 37
VIErTIEHE -
(3)20194 1 H 8 H ARl 2 Er - i IREh Ak
¥%9K (Coronary artery disease, CAD) ,

Hypertension 2 BPH

4)2019F 1 HOHMBEIT T LEERE »
HE 7 6 IR B MR L % 52 ( Coronary
angiography ) * SiE8f Methylergometrine

[
2. JHEE
B (89) EE | BIE /AR HAR
Nitrostat (Nitroglycerin) SL PRN 2018/12~
Isormol 20 mg/tab (Isosorbide FO 1#BID 2018/12-
5-mononitrate)
Bokey 100 mg/cap (Aspirin) PO 1# QD 2018/12~
Livalo 2 mg/tab (Pitavastatin) PO 14 QD 2018/12~
Zanidip 10 mg/tab (Lercanidipine) | PO 1# QDAC 2018/12~
Methergin 0.2 mg/ml
(Methylergometrine)+20mL NS IA 0.2mg ST 2019/01/09
3. BRERE
oA BUN CRE Cer AST/ALT Na/K
’ (mg/dL) | (mg/dL) | (mL/min) (UL (mmol/L)
2019/01/08 13 0.8 95 17119 137.6/3.7
A

1. Methylergometrine 38 LA TV B IM & 1€ A
JRBRZL » (e 5 ok B A HE I 2] -
2. BERMTESE methylergometrine 72 551498 A
BEATF & THEESE -
P
1. B A A2 Er
2. ELBE AN E Methylergometrine FH & S HEE
FESER I E S Rk A (1A)
3. 25 methylergometrine FHEE SR 55
E
INESEESNYN T - = N N 2
(Hypertensive cardiovascular disease, HCVD)
2. EIBZ[fiffE %€ methylergometrine FH & K ik
i
2.1. MEER NS EEIT LEERE - fadE
R RRBINRAEST (Intracoronary
administration ) » LR BRI IA I IE
— R R B IR (1A) ©
BT/ R R E AR A S
IMAE T 2B e AR B AREA 1 » {5
4% B fiF] methylergometrine ° HHY

{0

2.2.

& 72 B e IR B IR 2 A5 A MR B B
(spasm ) X JE » #G » W] [RIRFHERDE
W — M B R 73 SCAT LB 2 - T WL [
JESXIZ %D % » DAE RIS -
Ik 2 208 e TR B8 R 30 e S5 Ui
50% X% (1-V-D * 1 stenotic coronary
vessel, LCX: distal segment: 50%
stenosis); /& B B 7 S /e e S e AR Bl
NI 54 WAL HfE SCRE (>509%) » B DAt
TFHETA] (CCB) {E Ry iaHE L2
A
2.4. Methylergometrine {5 31 R AL H)1 Ik
A TRIREIIRA Y (Intracoronary
administration) ° FIi& Ry Bt AR El
IkFEEEE (+NS 20mL for induced spasm
procedure) » WMGERFIFEE /7 » SERTEAT T
E SRR E A
3. % M HETT Methylergometrine ( B{fE
methylergonovine) SCRREFE

i / B I R 75 T
— ~ B
1. Methylergometrine £ ergot alkaloids * T
BN = SR WUBCRE R SR~ SRS
FE o BEAFFRERIN - B TR o 15
B EZ IR B I ] -
2. B B R ELRAE
IM 0.2mg Q2~4H PRN -
IV 0.2mg ST B, Q2~4H PRN - iy EFF i
i 30-60 8 » 5 HI B B IS F -
ARG -
PO 0.2mg TID~QID -
3. NRIXE : CAD i NEAFAE Gk R 1k
BE - S B ICH 2 B T 7 28 L LR
IMAIBEZE

2.3.

(FFiE)
(RS P JE T 52 B Be S AL R
M2 gRlER)

O, EiRICHE &K

EEELEEYEMR (FDA) 1 H 31 H%iE
Uit I B KR Seqirus HY Audenz ¥ » A THEA
FEE AT &Y AR RK (HS5N 1) i 335 [REAYE
I o FTATERR o {8 H A B2 5 s Y H5N1 Bk
Gt o Audenz i& 1w AT RS 2 A 4 T 28
TLEE T - EERAEATITIR - FHPGEL H5N1
FRBAFIVBLE R, -

Audenz FEEH & H X A4E & Seqirus 1Y
MF59 e BIFTAHRE U P SEEE AT » RS YL
RS PITASB ELA R Pk - DU 9R A BERY i
IFE > FAERPRATIRE - A THRG A BUGRRK (H5N 1)
W ° Seqirus HIE B EZ MBI AT A
Russel Basser %715 » #4E Audenz /& B— H 4
VU TRA T AEf - (R3] » BRAYRY 26T

T R UG A AR5 10,000 A BT RIS B AL
B o B EEAVTEIR B ATRI TR K —
B8 - SETTEEEEE AT « B R AL
FEJT R » M0 B B T R L R

1918 FFPH A T AR 2% 02 FH A BUIR R 75
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411 Audenz YZ 75| & - BARDA JiZ % Rick Bright
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B DO EEHIRYE M © Audenz T
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FEREIR 65 % AL =il R Bl it Jek e i S AH BRI
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2EZ &R ¢ https://www.biospace.com/
article/seqirus-wins-fda-approval-of-vaccine-for-
potential-flu-pandemic/
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p.398-399 -

3. AR R AR 5 18 22 HL AR &
ZEY - g =
fil ° 2018 @ p.160 °
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p.579 °
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S [ B o i 2 R R il
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Use and adverse effects.
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