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FHEEMEYEIERS (FDA) ¥HhERLERERNES  ESRAABEESZ
BABANXEBRAENEZSE » RNER direct-acting antiviral (DAA) FEZE 75 &

CBUfFK1% > OJBESE 4 B BUF K mE B E(E (HBV reactivation) Z & -

1. 2B FDA Bl F R R B EBRE R R B - 338 24 Bl S 0F R B LT K R
CENXEBE HHDAABREMAECENX (RFERTER) MBLEB
BAxkmEdElt BoRFAMETHARZMERE -

2. BERFEEHECETREBRIBEN DAA & mamEiiEs 4 28 H
BRI E (AR -

B
1. B7 DAA HERFRBRAR ° HERAHE HBsAg A anti-HBc IERZE
HIRANEEBAENXEEHG S S RlERERER  RIEBNRAZERE
— 18] HBV DNA
ERAZBERTIRANBEEEBAEANXESHINEA - HERE
RERGEREHANSEEINXERRBUENXESHEEHEBRRKK
bR -
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3.IRERAELIREE - E - BNAR - BORM - RESNRISEE - 268
EESRENINEESERBULEENRE -

WARBEIESIE -

| BRAFEYQER > BAEHNBRABRESEE B B RBEE R
sy HLfth T B = -

2. EHIREE ~ ES  BAAR - BOEM - RESRESE - 2RHES
ENINEEREMN > BUMSHEREAS -
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@ MHEEN S ERELFSE N
http://www.fda.gov/Safety/MedWatch/SafetyInformation/Safety AlertsforHu
manMedicalProducts/ucm523690.htm

Fulvestrant {7

2016 £ 10 B 18 HMZ K& 4% EE (Health Canada) #71 ° & fulvestrant A
DERIUBETERESH (immunoassay) PTAISIE _E2 (estradiol) ZREE »
ERENENFMIEEREZLEHAR -

1. BEBYBREEIHREBHREAFZIR > 2 fulvestrant B D ZEmE fulvestrant Z518
B " B2 (estradiol) ML > AIEETE R ZE DT (immunoassay) FTflEZ
i — 2 (estradiol) EEEREBREES @ ERRABAZFLRE  ME
TR BRI FMEA 2 BRI TEEE -
2 MEXRMESHBEZURBRIEZEZMAE -
Y% EREYEEERN

65 RERES fulvestrant A HE 2 BHAEEANKERNERG A
fRAE) (Faslodex ®) + HATRRAIRS (105) F 12 BEAZABIMIE
SOEL
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1. A B2 TR (estradiol) ZIIRBRER » BHEMBAZESEERHZ
fulvestrant FX 73 2% g ©

2. EAE fulvestrant D ZEmZmA » LIREZE2H (immunoassay ) R E i —
B2 (estradiol) ZRER @~ BREAIBEEEENHE - WE RO RETAIRAE
BZLEN -

3EZERUEBRAGE W WHEEBHER (liquid chromatography-mass
spectrometry ) 7317 75 A K 1@ A {E AR fulvestrant B 2 Zmm A Z i 2

(estradiol ) BE -

%

1. & fulvestrant X D ZEmEANAEFKFE L 232 - HEAB oMM
Bl " E2 (estradiol) HEE @ UIERIEBBENELME -

2. BABHEAFIIR 0 2 fulvestrant N ZEmME THEME B (estradiol) MA&
BENGER > ERNEIEEIEEREEY P IERAGENAERLI
HE2BEEREMRBZRABRAZIFEMRE - MEKADEZRFM

3. MAEUREFEARCHNED B -

(@ HEEER S EEEF S E T4
http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2016/60590a-eng.

php
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A3 2T ; "Sorin" Perceval S Sutureless Aortic Valve
SRERE /B / HESE -

HE 5% g&/\5t

PB6384A

PVS21 PB7746A
PB7772A

PB7968A

PVS23 PB7988A
PB7995A

PB8271A

PVS25 PB8273A
PB8274A

PB6329A

PVS27 PB6388A
PB7818A
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Bmiis BEUEAR  BESMEEAER
EMREE - (B BIERREEL )
REMNEERPEAREBEAREGIIROMIEE  BEAEBIRREDR
O BEE R EF MM INR K SIEBLE 7 58 0E °
Perceval S /—EMMHIRIE > ERAREHRLOFNERARIBRINEAR
MESIGRE - HESUEEEASUERRERNVERMEE @ WEEBR
REBEEZE LA TR RRERFAEAZHINAZTE -
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ERABR—MEZKTIEBROKMBEBEANANBERY  ZERERA
48 Perceval S X4 R AE A BT8R 0SS 6l E2AH A A B H#E1T Perceval S JRE
BA ERIEHEAREEFENBASBNFABRRBNERER > S1E
BRENL -

BAEmLEIHRR  ERHESZEEZERTHRARERSESIE > S8W
EFEREPNLSE  DUHHRENBEAZEN - REMEF B P OTER 0 KK
AMORASBREASFMO S EN TS -

FEEE L / MEMEZRNESNEZ  ERMEREBEASRREHEFESEN
A Wi ELEENEESNEEFMEERERL -

Bl NS IEIE I -

RAITEFERTHEEERLAIRE  BRNSEEZERBEHET 12
@ W 105F 9 A 20 HEBNFEREHBERB TS 027990 5% " R, Ik
FEREGTHIROWMBEEFERERIEMRIE R ERERMRER ZIZIEFM
B FEYER - RIS IERE 2R 105 £ 10 B 31 HAISEAK °

@B EEEE S E T A4
https://mhra.filecamp.com/public/file/2g5u-hkrnnblp

PR IERR o 2B EIRIE S A I UWERR

ATOIFEFSR : BEREEBETE 027106 5%
Em3E3EZH : "Boston Scientific" Lotus Valve System
agitEZ BRI / /5K

Bi5R 5%
H749LTV250 18618678, 18744344, 18744350

18618725, 18618730,18744404, 18744368, 18744366,
18744360, 18744376

H749LTV270

BmEs BREUEAR/ BESMEREAER
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ZMRE - (B BERRME )

Boston Scientific I[E&T¥f Lotus™ MR R AET—REBMIBSELZEIEIEE
Ifi (Field Safety Corrective Action > &% FSCA) * BRI ZZ[EIU 2016 & 3 H5E
AR A EMBIFT RSN - THZEZHEMREHNERAZITE 1
BENOEETHAELEMARRE HRABBERXENEZRF > MEHE
CEAREZRAZMEMEER  RHIEHERBEA Lotus™ WMERKNEE
ABEMZEHRE -

IEIEEMEER RGN AR BRSNS EERERGEHEN —IERZE A
mas  FRAMMIMERBERE RS - BERAGRIPTERIENE MRS BEEHE
EHEMEHNESN R RNTESBREEURSMVMEERBAMITAEER
B BFUEEBRAMER - A &RENERANZEABRDNINEERS

EMERTRBLT > BUBEEB3IA (U3 HFREREE) - H 2016 F 3
HE BB > Boston Scientific Hi A B REZIBBEN BRI TIE 2RV BEREN
BB ET R AV RS © Boston Scientific B ATIEIRINA G - BUERRZIEZH A
RSN -

ICEZ=E LR8N BB ERR LRSS/ #5R  SREE

mBUARFILEEHENER IRSENEBEFTFREITENRER
s UBISELEmMMRRWT > WIKIRPAMIEZARR A Boston Scientific © Y12 4L 55
B BARARSZZBLEERNTEBRASERKRM  RILESILERNES
MERER -  BUASEELAEANGZY - ZIKEEEIERBLEEERER
RSB EHEROEN - FSHARBMMNZZEEERRBUOZEAS - &
HILIRBSZ2 B LREEAEETURE  JHEMRSRAZEESE -

Bl A5 IE f& Bt -

KE > BAZIEEMREER 10 @ - EREIWEREREFRSTHRBM > &4
AR I0EFEREESARE  CEREIWEERERFR 28 - BArBAEAX
EmZEBEUH 2R ERIERRBERATIZEEN RS SLITHESHNILR
HEMEFPBNEAERAENELN  BMEFPUMIBACIRFEETLRTEZRSIAE
EAHENSK 105 F 8 AP ErAalERERRLEMRK - AU EUWITEN SR 105
F8H 20 HAIEMBRTEZ EmROIRRK -

@ RN B BEE B S E TR .
http://www.fda.gov.tw/TC/siteListContent.aspx?sid=4275&1d=22144&c
hk=f9166420-3b69-465b-9290-3e¢5f24734494&param=pn%3d1%26sid%
3d4275#.WD6Gr9J96po
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(EY =B FTETREESRE

MEREE @ QI

RECREAY (ENZ2/B) - REREEERIKIRRITE X
RIRBRLE (2017 FF ) 11T (ENLE2/BN) BRI BFETEBUTHE
% DUMBARTE (BYLE[M) Z2KE -

HHCARMAREEARIRBKERRE—H O !

(BEYZZME) wIEHE ER

— BERFZIBL NG (EYLE/[A) ? (BE)
OBfTEXZ /ADR A5 FEIEF iR (EY L= E5E)
OfEIRE TR (EYZE/E)

O RS (EYL22@E) (ZFNEERE 150 7T)

GBI RBEFR (EYLE[EM) > FE NEMTUYEZ e-mail

= RIRAAR(EYLZEEM) FER TIER: (ZFNHREERE1507T)
WHEHRR (KERE) -
EciS=p: 1121 e I I I I

EAREEEE ¢ e-mail -

1. http://goo.gl/04XHvR
2. email - adr@tdrf.org.tw
3.8 HE * 02-23584100

B =SS /ADR HUE N EHEFIREYZ /A - FEA NIIALL
http://www.tdrf.org.tw/ch/03_message/mes 03 list.asp .
https://adr.fda.gov.tw/Manager/Pages/PB010018.aspx
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RKomERZEYREMIEEMR LT
EREEBERFERNE  WE 105
FIHIHZ9B30HBEREE
M ARRBRBES - St HEBH
XENBRERBEELE - BA
FiicHR - AEREERKEBEE:R
MERBRETON  BREGZ
B Eas IR E N HE R Z (A
# (1SO) # H A9 ISO/TS 19218 &
B & & f{ 5 (Event-type codes)
ETEZWBON BUDEBERM
AERREHRE  ARKREMEMREZRL
Medical Dictionary for Regulatory
Activities (MedDRA ) 2 85 & K &8
B 2% 7% (System organ class,
SOC) DN - BERMELR
[z & A8 B8 14 B 45 B £ % WHO-UMC
HEZEZMARREBREH 2K
H4ERE M (Causality) FEfhER ' 2
HTEE, - "HBEDE, - "0
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BEL TR TERAR L RTE
ARG o B R -

LKEEZYERERHmLEIMER
BEEZMENE 105F129H
EHZEENIGEANBER AR
REBHREN BER¥HEBERUH
Bl Hblle ABERHEE
ZoWME_ - KEBEBHBRATERD D
o MIEdEm™ - Fdbmh ~ EEME 3
BMRZD - IKBEHIKREDNT A
BRREBHARUME &E > H5t
242 1 > HEBBIBHIEER 74.7% 0 H
P HRBEIHERR BEAE
BHEGEBETI0OMH > 521.6% K
T BHREHHB4H EAST
1.2% ; BAEEBNBEHA 84 > tEAl
B2.5%; MEPAIHRMIBERE
AEKBEEBE Mz — -

50
44
38
36
30
26
4
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10
0
12 21 3% 4 5 68 78 8" 9



x— 15FE1-9BEEREBERM
FEREBEREHEARER

#& Rl ZHE 3ottt

BWEME
=it 227 70.1%
wrdbm 31 9.6%
=/ 26 8.0%
ET 8 2.5%
TR 7 2.2%
B 5 1.5%
SgH 4 1.2%
=2 4 1.2%
EA e 3 0.9%
EE 3 0.9%
HEm 1 0.3%
B 1 0.3%
1EE % 1 0.3%
T 1 0.3%
B 9 i 1 0.3%
KRzt 1 0.3%

BHWES DA
] 242 74.7%
B 70 21.6%
KR 4 1.2%
BHEEN 8 2.5%
FEELS 96 100.0

BHREHZEAEREZL
TR E o HE 1514 HEE
BHREHZ 46.6% ° BEHRAR
954 > &5 29.3% > BRIEHR
AMRER ZEZHE 24.1% °
MEBABERAFENBERE
o BARENY Z2—8H% A F

g CIOGR I T December

REE3I-60 2B 521.9%
21-30 K& 61-70 mBAID RIS T 3.7%
K 3.4% 20 Rl FHNMEETVER
81 A LR ZEFE ARIEEAIERIE - W
F_PIR e

x_ 105FE19RABAEBERM

FEREBEREHSH
mAMR
2 95 29.3%
4 151 46.6%
REI 78 24.1%
AAFHRE
0~10 2 0.6%
11~20 3 0.9%
21~30 12 3.7%
31~40 24 7.4%
41~50 20 6.2%
51~60 27 8.3%
61~70 11 3.4%
71~80 7 2.2%
81~90 8 2.5%
=91 1 0.3%
REI 209 64.5%
eSS 324 100.0%

FRBHREMAARKREEZR
EITHET  BHEGCDETHGERIE
ARREBEREB 2994 Hp
EHEEDI KAMEBEEELS 202
B 567.6% LUHBREWEH
DB ARE 7.0% > MA 16.4% W\
RWEUHRIIEFRELARRE > WFR="-
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"= 105FE 1-9 ABANEE=RM
FRREBRFHERSN

el =HE Batb

i

FEREER
BT 15 5.0%
BREmm 6 2.0%
BHRAERR .
S AR 22 T4%
SRR A M5 5 1.6%
FMEELIBAK .
- 202 67.6%
EREARNRE 49  16.4%

e 299  100.0%

RTEBRMEEIZE 53
BZREDS  BERMEIBEINGE
Bi&- - ERAERIERRE > 5
HITRE-105FEHR2IAREL
DT BREGZEBERM IR
"E.OMIMEREE &% 5131
> 5404% ERB "L —RERE
BISNRL F i858 | 524.4% M "1 —
REREEAEREE K 'H. B
BRE-VPRERBAERE 28457
11.4% & 6.8% > (FM)

NEEBERMRENETAR
REBREFIN  UTHREER
BEREZEERMER Hb o &
ARBeEREBERMHN "E.0001
ODMEBXZZR  WORMDERESE
HOEPBRNBEBREHFEN 21% H

REEINBBEERM 13540 9B
FREZIAEWEY , K "1.3530 &
BeEKREZIEREY  H4
17% 5 D MEREEEMN "E. 1250
BEEE | K "TE.3925 OB S
1wy 5 13% BRERNBEE
FHEM "M3600 AT KRE, &
BHMEE 2 3.4% ) —RERKEA
FEREBEEEM 16250 BRERF
EAIHEST 108 &53.1% - (RA)

N BABESRMARREERSE
B EE MR D

C. REEKRMEYE 1 0.3%
D. fiifF R AR E 11 3.4%
E. DiEMEREE 131 40.4%
F. FRIE& 3 0.9%
H. i{éfé_z Z 2 6.8%
I. ;ﬁiéﬁﬂ%ﬂfﬁ 70 24.4%
1. ﬁ—ﬁi&f;%&ﬂﬁl/\ﬁ 5
K. RBRARE 7 22%
L. BEMNAEE 6 1.9%
M. RRIAKE 19 5.9%
N. BRIAEE 5 1.5%
P. WHERHEEE 3 0.9%
Mgt 324 100.0%




xh BABESRMARREBERR
BRI REBI 2

RDELE MBI

E.0001 /MWMEZZE 68 21.0%
WBREZIE

1.3540 o 32 9.9%
Y °

E.1250 KREEE 31 9.6%
IR BEKITIE

1.3530 - . 23 7.1%
23 EREY °

M.3600 AT /KSEE 11 3.4%

E.3925 O\EIIESEIEY) 11 3.4%

1.6250 E@BERFE 10 3.1%

(23EBB 10 PIFEIE )

B AN EM AR & IE SRR G
324 > HP R AEEBMABR
dEmR 0 EoN THE/HG
SETEMIRM AT 299 4 -
NARREBBEHREHIDLSMERE
RIBEREBEREE > BUHATEEN
ERNTEE - BREEHEHEFD
Ag FoR c BUSE - HESK - Ok BRAS
hRAS ~ 23S HER - BIREER / R HA
BR-ERBHHE - EHBEH - FEHH
B RO BRI R A - BRAE AR AR - IR AR
k- HEGRER hEEH2HE -
BMIEN EEHEREFELSES
Hl6lB BHIEEBRHENERBUE
Z %5 "Excellent, ~ B EtZE/\IE
E% "Good, - REANEBEMUTER
"Fair, c2M&ER > TEE " Good |
&L > H 156 552.2%: 5%
HE "Excellent; WEH75H > &5
251%; M5TEE "Fair, WEHHA
68 (22.7%) ° DITHERIMIEIN °

= CLIGCR I T December

xN BINEBERMARKREERE
RSB 5 i

Fair 68 22.7%

Good 156 52.2%

Excellent 75 25.1%

#aEt 299 100.0%

X8 1SO/TS 19218 &t ¥ B = 25
MIRMETER DN > WEDEBRE
MM HEE%EE A ENRERS
HET 2 5285%: "HMR, IR
W 27.9% 5 550 T IS ) RIER
£510.8% ° R D ERET T - LT &
BEEBARRTAES ) ZBER=M
WBIEED » HEH90 % 527.9%
HR "HIRS4E ) 5 18.6% M "#
Bo, AlET 7.1% - (FRt)

A Medical Dictionary for Regulatory
Activities (MedDRA ) 2RE R4 1R
DTBERNERER T AR REERES
ERZBERAEA > DL " Surgical
and medical procedures ( & flf A1 B
BiERFR) RERAR HFF137#

(28.1%)
and administration site conditions ( &
BHER RIREIMTRT) B
19.92% : 1M " Reproductive system and
breast disorders ( £ 2 M M 3L B
BHEE) , & njury, poisoning and
procedural complications (1815 ~ &
MABEEESHROHFE) o Bl
AT 11.5% K 9.5% @ 0ZRJ\F7R °

" General disorders
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xt BRABESRVMARREBEREGZERSMIRIED T

B IR ZHE Aottt
RAED ~ 2B D EERIEE (Activation, Positioning or Separation ) 22 6.8%
BN ETHEHIEEZEENMN (Difficult to Position) 12 3.7%
BXENR R (Failure to Activate ) 1 0.3%
2 (IrED) KR (Failure to Separate ) 9 2.8%
R FEELEE (Connection or Fitting ) 2 0.6%
B (185% ~ R/ISETFER ) £ (Connection Issue) 2 0.6%
BARNRBEEE (Implantable Device Failure ) 13 4.0%
BMEEITHI (Migration of Device or Device Component ) 13 4.0%
HEAEMRITE (Incompatibility ) 92 28.5%
TR EHAEE 1 0.3%
RERIEAHES (BEES) 1 0.3%
RE AR ARTAEE 90 27.9%
ERERERE (Infusion/Flow ) 6 1.9%
BMSLETTHEIAER (Deflation Issue ) 2 0.6%
EBHMREE (Improper Flow or Infusion ) 1 0.3%
ARWIRES (Inflation Issue) 2 0.6%
MEIMERAE (Insufficient Flow or Underinfusion ) 1 0.3%
BoR ~ #RBBRAB (Marking, Labelling or Instructions for Use ) 1 0.3%
R (Markings Issue ) 1 0.3%
i (Material ) 90 27.9%
R} (Material) 3 0.9%
H3RZME (Crack) 60 18.6%
MRIIRIEFREARIALES - B3l E & (Material Discoloured ) 1 0.3%
MR EE ( Material Fragmentation ) 2 0.6%
##ZF L (Material Perforation ) 1 0.3%
#ilBE (Material Separation ) 23 7.1%
#1438 (Mechanical ) 35 10.8%
BMETHRE (Detachment of device or device component ) 5 1.6%
SRl #EfI (Dislodged or Dislocated ) 1 0.3%
Hm (Leak) 7 2.2%
#18 = E (Mechanical Jam) 2 0.6%
BE#ERIEE (Retraction problem ) 2 0.6%
FEFERRRYENYE (Non-Mechanical ) 18 5.6%
HESEAH O AMIER (Other) 1 0.3%
EAHE O A (Other) 1 0.3%
&8 (Output Issue ) 5 1.5%
IWAZNRAAEMBESF1EME (Energy Output to Patient Tissue Incorrect ) 3 0.9%
FERAERESARTEMABERE  (Incorrect or Inadequate Result) 2 0.6%
FEFEEARYINBE (Unintended Function ) 4 1.2%
FEFEHARTNEE (Unintended Function ) 2 0.6%
R EFREFRNE (Device Displays Incorrect Message ) 1 0.3%
AER A IEERN SIS (Therapy Delivered to Incorrect Body Area ) 1 0.3%
e AERR (Use Error) 3 0.9%
BRIEABIIBAZE (Inadequate Training ) 1 0.3%
B EEB BT M EMNEETRERE (Use of Device Issue ) 2 0.6%
EAFME CEMESERAR) 49 15.2%
Mt 323 100.0%

B E—E@RRGUEER—RBULZEMRERE - RItEESMIRBEAONT AR BREEE -
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XK\ BABERVMARREBERERZRZE 2HA0LE

FRREERSBERRDEE
Surgical and medical procedures

SRR AR SRR R IA &

General disorders and administration site conditions

EBMER AR USERE
Reproductive system and breast disorders
FIERA IR

Injury, poisoning and procedural complications
BEIBIE - PERFMHEE

Eye disorders

IREREZER

Cardiac disorders

R E R

Skin and subcutaneous tissue disorders
Il PSR

Vascular disorders

MEBHE SRR

Gastrointestinal disorders

BB RRER

Respiratory, thoracic and mediastinal disorders
IF0R Z 40 ~ B R 46k B =

Infections and infestations

Investigations

BHiRE

Renal and urinary disorders
=S PN TE N VERS

Pregnancy, puerperium and perinatal conditions
FURER ~ EFHREERRAR T

Social circumstances

HERIR

Reproductive system and breast disorders
FIE 24 R EL IR Sw

Psychiatric disorders

=L

Immune system disorders

#aEt

=HHE Bkt

137  28.13%

97  19.92%
56  11.50%
46 9.45%
33 6.78%
33 6.78%
26 5.34%
26 5.34%
11 2.26%
5 1.03%
5 1.03%
4 0.82%
3 0.62%
1 0.21%
1 0.21%
1 0.21%
1 0.21%
1 0.21%

487 100.00%

Bt E—BHRRAIEER —RBULZARKRBER - RItARRBERBEAR BRI -



% Y &% & Gl

£ % WHO-UMC A% A 18 B8 &
HMEEETEERMELARKE
B 48 BE M 9 A 3£ 299 4 - B ST
HEMEBEUES "B BOE, KB
BOE WEGLZE 25
56.9% K 31.4%: "F5, BE4HR
B3 (104%) - (KAL)

xRN NEREFEZEMEAR
[z P& R E AE BA M #) 25 R 4 0 4R

RERA * RAE B

BE 1 0.3%
HBA O BE 94 31.4%
oJ8E 170 56.9%
=58 31 10.4%
A4ERE 2 0.7%
ERAE 1 0.3%
#EEt 299  100.0%

* 2% WHO-UMC causality categories °
' AR EMIEEBER/NO & -

' BEEYARREBERIDE
WEB B FRIBERLR > H
EMABRBREBBRPOFIEERNE
MBREHBNEEZFEREM (E
—) RTNHEEBEFEERERTEBER
EHAREIN—EREMRER - &0
BHREGHORIE BEARRES
WZBHARETESME (B=) -

MEERMBREHZR/FEMEES
MEZRFEREARRERG » 1#
AERZ > oEEEREREEYAR
REBHRPEZTERGBBERNE
HETHBREGZARRERA
ISR - HEFEARREARLE
RERREMASERBBE N B
BERFMZFEEEEARBEZR
EMBBHRBREE - MBEHREE
RBBERZHES  NSNTEER
WMEF4IERBL 2o RNBES > 978
RTAHABESH  NARREEMN
BRRFEZUMERE -
HAANR & EREAOR UMY
HZE > Bl14F—BFEBER
Fri@mLEBl % 24.8% * 105 F 1-9 B
MEERFTEmEEAA 21.6% &
BIEMZiEBs SRAEEEEEE
PrRniBs =Y B2 6 BEEES
ABEREZ 36% (BH) - &L#BD
W19 BETEBRNEERMTA
SBIMINREmm > HBEHREHS 26
o MEtmEBERMBREHD
HEBIH - BHRPOLORSEFEL
BIEEEERAREAEEBERM
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