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TOPIC: Ibrance)(palbociclib), Kisqali| (ribociclib), and Vérzehig-(,a_l;maﬂc_lis):
Drug Safety/Communication - Due to Rare but Severe Lung Inflammation

AUDIENCE: Patient, Health Professional,
Oncology

ISSUE: FDA is warning that Ibrance
(palbociclib), Kisqali (ribociclib), and Verzenio
(abemaciclib) used to treat some patients with
advanced breast cancers may cause rare but severe
inflammation of the lungs. We have approved
new warnings about this risk to the prescribing
information and Patient Package Insert for the entire
class of these cyclin-dependent kinase 4/6 (CDK 4/6)
inhibitor medicines. The overall benefit of CDK 4/6
inhibitors is still greater than the risks when used as
prescribed.

BACKGROUND: CDK 4/6 inhibitors are a class
of prescription medicines that are used in combination
with hormone therapies to treat adults with hormone
receptor (HR)-positive, human epidermal growth
factor 2 (HER2)-negative advanced or metastatic
breast cancer that has spread to other parts of the body.
CDK 4/6 inhibitors block certain molecules involved
in promoting the growth of cancer cells. FDA approved
Ibrance in 2015, and both Kisqali and Verzenio in
2017. CDK 4/6 inhibitors have been shown to improve
the amount of time after the start of treatment the
cancer does not grow substantially and the patient is
alive, called progression-free survival (See List of FDA-
Approved CDK 4/6 Inhibitors below).

RECOMMENDATION: Patients should notify
your health care professional right away if you have
any new or worsening symptoms involving your
lungs, as they may indicate a rare but life-threatening
condition that can lead to death. Symptoms to watch
for include:

+ Difficulty or discomfort with breathing

+ Shortness of breath while at rest or with low
activity

Do not stop taking your medicine without
first talking to your health care professional. All
medicines have side effects even when used correctly
as prescribed, but in general the benefits of taking
these medicines outweigh these risks. It is important to
know that people respond differently to all medicines
depending on their health, the diseases they have,

genetic factors, other medicines they are taking, and
many other factors. Specific risk factors to determine
how likely it is that a particular person will experience
severe lung inflammation when taking Ibrance,
Kisqali, or Verzenio have not been identified.

Health care professionals should monitor
patients regularly for pulmonary symptoms indicative
of interstitial lung disease (ILD) and/or pneumonitis.
Signs and symptoms may include:

+ hypoxia

+ cough

+ dyspnea

« interstitial infiltrates on radiologic exams in
patients in whom infectious, neoplastic, and other
causes have been excluded.

Interrupt CDK 4/6 inhibitor treatment in
patients who have new or worsening respiratory
symptoms, and permanently discontinue treatment in
patients with severe ILD and/or pneumonitis.

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

https://www.fda.gov/safety/medical-
product-safety-information/ibrance-palbociclib-
kisqali-ribociclib-and-verzenio-abemaciclib-
drug-safety-communication-due-rare?utm_
campaign=FDA%20MedWatch%20Ibrance%20
%28palbociclib%29%2C%20Kisqali%20
%28ribociclib%29%2C%20and%20Verzenio%20
%?28abemaciclib%29&utm_medium=email&utm_
source=Eloqua
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O 3¢ 4EMi £HE

RIEERERA P AT ()
(2) EMuFE L&Y

AR (Involucratine » 13 — I EZH
@A EEEAT NG ) KA LYY -
B)FXRRFILED

RINFEFENRZEN D TERETE
H (Syringin) » #&5{#8 ( Chologenic acid ) =G #r
B SE N Z BRI W Z ER ZE AU VR 43 Bt
1521 8 i % & 3R B3 Fy Osthol ~ Bergapten »
Isopimpinellin » Edultin ~ Vaginidiol diacetate *
Alloisoimperatorin * Oroslol » Xanthotoxol °
(4) E+iEREER HER

11 @ » 13—dihydrodesacynaropicrin) * &
EEART AIEE ( Dehydrocostus laclone ) ~ KB ZEHE A
FE (4 0 10— BRYPREHHEE — 8 — #REL— 11 — HHELATAl
Al ) ~ ZF3E AN (Xuelianlactone) » 3a —OH »
118 13— _EXEEABTNEE-8— 8 -D—
BEMEE - KAEZEHNEE-8— B —D—#i&k
(involucratolactone—8— 8 — D —glucoside ) 5§ °
(5) ZHE%E

28 ~ RILZEHACZHE (SIP) » MRS HZhE
(SPS1) K ZPEfTEY) -
(6) Z1EIE I
(7) BEREHE  KIEHE -« 8558 - FEBEHE - Nl

FEERW -

RIUEEEIREAMRT
(1) MRREEREER

SHEPUERIUEIFEN - T8O RRILE
SEACHER (B & 4T ) MY -
K ERERBA R S RIE A BRAY AP - e
WA 2 S B R I SR S8 1 - o E AR SR B I A
e (Bl Z B2 e IR IR ) - Bl K B R 1
I# B R 2k SO B PR B S U E AN SRR (R A
BPURE AN ARG, - B s i 2 1 Ao
TR e B R R A R i A A
Y o FREHERE - LR ) A=A DE Y
BB MERIETRIE - RIERBETTHE R 55— HH R
WA - —ERIE T EH (Syringin) fE
SHNHI TNF — a RUEEAEFIT cell H9%H - —HEEA
HREEAE T P & E A RERIERT - 1M
18 B6 SE K] 1 B EUR BT R A BB TR - 8
& H A RE/K 7T 7-B7 (Sinapyl alcohol ) BER X
MO LPS EEAERY NO ~ PGE2 FIE MG ZE A1
TNF— a » BHENO #FHE AR (iNOS) Al COX2
HIRBE Y -

(Fri)

28k

8. 1= MM~ BErhE: « BHiRAE - RIUSESEUKEEEE
/NERERET IR IREEMER] - HOEEE » 2003 0 34
(5):443—445H o

o
H
=3
I
i

BEIHRTRE
(L REAEEIR F Rt A a5

O Wi’k

£ Ol ARAEE F#:22 FF180.0cm

B2 @ 56.0 kg

B3 4% : BUN=8 mg/dL; SCr=0.81 mg/dL; CCr=113.31 mL/min
i e @ ALT=13 U/L; AST=20 U/L; HBsAg: (+); anti-HBc: (+); HBeAg: (-)
7 B ATASRMKESE - BRA R TR

JH B fe gk

BY &8 BE BEIR EE
Dacarbazine® inj 200 mg (dacarbazine) 600 mg STAT IVA
Vinblastine® inj 10 mg/10 ml (vinblastine) 250 mg STAT IVA
Bleocin® inj 5 mg (bleomycin) 16 mg STAT IVA
Adriblastina® inj 10 mg (doxorubicin) 40 mg STAT IVA

S RIRR] ¢ A AR K B

IEAEJE 77 : Baraclude® tab 0.5 mg (entecavir) 1 tab QD PO
2, Viread® tab 300 mg (tenofovir) 1 tab QD PO

B2 75 a1
1. BRI 28975 FFE L (Hepatitis B
virus reactivation) % :
(DFE B & if & & | §1 1
(HBsAg) H BRI REZOPL
#% (anti-HBc) R[5 14H%
A - IfilHR B AU 4895 3 DNA
EBIGHRAT LI BUZ B AR
BRI —ER R & -
(2) 7£ HBsAg Fsf& M {H anti-HBc
Rl ERR A » fEHI S B AY
T 28 9% 7% DNA B, HBsAg {&¢
P MR R 1 -
2. e
(1) B AU 27 IR B A 32 AL
1R 255 B BT e 5
FEL AT R (hepatitis
flare) - HRIBSEEITRIFFEE
& (American Association for
the Study of Liver Disease) f&
5IEEE SR e B AU
T I A AR AL ERIEHERI
R T B T RR 5 5E
Yy 1E G B BT & 96 75 P
1t » EEEHREEREED6

& H -

(2) JFE 158 5t 338 138 vy i A B
PLBEME R KB E (genetic
barrier to resistance) HY¥%
HHELIY) (nucleotide
analogues, NAs) » 4 :
entecavir ¢ tenofovir ° i .

F1H NAs AT A o

wEIRE2EE

BUN (blood urea nitrogen):
7-20 mg/dL; SCr (serum creatinine):
male: 0.7-1.5 mg/dL; female: 0.5-1.2
mg/dL; CCr (Creatinine clearance
rate): >60 mL/min; ALT (alanine
aminotransferase): 0-40 U/L; AST
(aspartate aminotransferase): 5-45
U/L
2LEH
Terrault NA, Lok ASF, McMahon
BJ, et al. Update on prevention,
diagnosis, and treatment of chronic
hepatitis B: AASLD 2018 hepatitis
B guidance. Hepatology 2018;
67:1560-99.

% R ORZEEEFEL4 (Nucleotide analogues)

Tenofovir Tenofovir
2 Adefovir Entecavir | Lamivudine | Telbivudine | disoproxil .
alafenamide
fumarate
BNEDB Hepsera® | Baraclude® | Zeffix® Sebivo® Viread® Vemlidy”
PNEDH TFiERe SE T8 EiE BIT¥ EAVES:
1B 10 mg/tab | 0.5 mg/tab | 100 mg/tab | 600 mg/tab | 300 mg/tab | 25 mg/tab
BRBIE 170 mg QD | 0.5 mg QD | 100 mg QD | 600 mg QD | 300 mg QD | 25 mg QD
LG 1® B PE-5 = B =)
NEMERFRE 5 = 1& 1& = =

(AR Ry = U2 AR R e A8 BRI R SR /

153 Y K 2 4% B G PR B S )

=




$F£2138H8 2019.10.28~11.03

Pharmacist Weekly

2 & G

CHEEREMRMEE24E 513 71781

_._.__s-l - § ) W ; ._1.._'
1108138 AETHEBEREEE 2458
BEBiRniBmEE) - BREEBMER -

O Bl EHWRE
T AR (ER R | ) 5ERE 30
FRTEAE B AGER RIS EREERE 55

| 5 BEASEE 24 5 5 BRI HRIS BN SR

T2 2 5 56— RBIAE A FRIERGFIZE Ry
P gkl FEEERR AT 2KKE6 » B 2R JIHERI 2
AR AT EE E AL - T EREEERK
IR NEHEIR !

10 H 13 HE#E 5 24 4 B & BB IS

o EERIHAESERMTRIERE - E H AT IR 45348

Bl - AT 24 FHETESS 13,717 880l - 57
IR A -

FRIRTESRIR - 38 24 - ARBA B EF RIS S -
— bRt EACHR AR - AR R
F IR AR AC IR o B AL H 4R I35 B A 4%
o EIZ KRBT e 28 T —2588 - Ty THC
P - R BAAGERIHAIE S © BRI T
TEERSE B R A AR S &L 75 B Ay AR
% - BIANGEJIEY ~ 320509 ~ By ~ Se RN
-5 - DU A SR R R A 2t 1
BRI S o 24 FARAEFVOIRMA KRS AT
HRE L~ STRPELIRE - 4 REdBETHA B &N

THENAERE N2

FH3E 385 24 2R EC G 1R L ER SRR
HED > BR T IRILE H 38R K ek AR TN
HULHYRTEESE - 40« B A Erp 2 A&
B A - B2 E R - BIRRFIHER - 826
REHIIE L% - P AL E R ZE R H
CIREE - a2 T A S A ) -

FRIGTEFOR - SERARKREIZ5 T
R ARF K IR E S - AR M8 R E &
FRARIE LB E) - ERRAESRNE - b
B TETM L8l B EE - DU
ZEEIMAIA

BR TSR 24 AR IHRINM TR ES - H22ERth
R BRI R AS TR A PRI 1R - 5t
EE W) R AR S AT SRR BTN R S
TREAETHDGER -

fEEr > A ARHEZER - RE T
SEEhANERBRET T EIREN I BEE TR &
Uit > FEG FERVSERT S T -

‘EiE!E

L

\

| HE2ESHERBER - E!Tﬁﬁﬁﬂfﬂ"]
H—{Emm -

OX LB F5 - IGHMERTE

g AT R TR IR R SR AR I R L
T - PRI — T B S RT ABCE 2
TEE R B2 AR case report [LiEEaalN
TEZIRF - FEESERTE — HE N B e
2= 0 BEAN VEEHE - MPTas s - HE
MR ARFEE S NE] » SR
i + LEDGE (LRt ~ Kfthay ~ KB
iRV (BER - BEEREEHE T
#)e

A HEE " RN | #

Rigi=

I+ B REME R RIS REUERS S B A
[ AR, - fet - SEERAIAIH &S

N kR T A 125 S RS
| SAERATT

R ¢ IREAETHRAIRE - FEA0H
H 3 T — g 2 [gE 5 KA 2 T35 IRR &
SEETANE Eadant Sk o) iDR S EIN AEE| R EEE S
FEAHIBR AR -

SR ¢ BERRRELRN o RIS A B AT

N R AR BT, -

BB FEETE S MGE R - 0
HHRZUE B — R B L A —HE -

B RRAAEEE T DS B, -

T E % E IR B S e - AEUERS T
SRRy " ERBL ) KRS AT - AR
LA A AT AIIRAD - AT~ TR s
B - BEARRIE BRI H A UTEI NG - SRR
FE TR E 2O 2 R ERARME L - Arse

ARIMABHI T 5 IHETELE T HEEE -

HIFEREILA - ERETHEE Eh I Ee -
FAGER R | R INIES) - AT
AT B TS E LRI SRR E - SR E
HIERT - RESIHR AL S0 I B R L, -
VS — /NS

EMAERHE A

(108 Fiit BEER B B 1E B LERMIEFIRE — 24L15)

HEFEAES AR BRERE !

— BERBREERRCHHRERBEEIALE B
REEBEF K - EASZHENIE 108 Fit
EERE BESEMEIRE - /4% - IS
B EEEN SREZEE ARMNITE
HREMBEA -

— B AEVE#EE 11/10( — ) » KARTETHRRR AR

—E1THEES ( https://reurl.cc/qDkoOR ) $j4 + 48
AR BRAL -
F BERAGTEESREE ARV EREEMBLE
5B ABTSERENIRESESRREX -
]« AEESERE LI EREFEREEINIEE - K
B RS LUt B R R R AR A B TR 5
AR MEN EREESNERHNENITRERE
RASLEBTER
- R E T AT R R ES

= EMEATANED

G b AT HEAT - o3OS B EALE
HE G B PE R SR TR B T - (EAS & B2
2 EEERY & T - AR E B =
{151 SR E N VSt e R (S e VI da
B o R A ELEREHE =R - thabe " HE
ke 10 R EAEEAM - A aTREI] B 2Kk
BEAE NEEEEARETRE - XReEE 7
L - Kt - HEENAERE AR, -
feft—LE g SLRE PR B - WAEAHK
H R EHA I SRERERE i B 5205 [ DUR 8 - tb
WA TERYE - T2 PEAOBEBRERE (8 R AR
L et ~ KAtay - i B A R R S AEAK
B oneERy ~ BERAE - EL R REE R 2E R
ERBEMIEAE - Rt - R B RARE
7 0 BEF RN IR g -

HEMRHEARE - SRR EEE - X
AEPAMIRS R 1 EERT LR S — (e

rREER
(HEHZER)
 REBRHEG—
Mg

FFFI0BTLHE - BH+8 49 365,0000T/AE - BE ¢

FERE - IR~ ZHRERES -

wEFIENE

INEMPAEGAGERTFE  ETREBHRERE =

HIGEE REME - B1RS  4AB08E% -

- =il E]

STEEPGY2 ~ FTEAE ~ BIREEBEBIELEM 5

BEANBEBHREEHFE  EBEMEBNHFRE -

EEAN

1M ATSRITESERE -

2. HHE fB iE 2k 27 Z pharmacy@jiannren.org.tw

B4R ERE ¢ (07)35171660 14122728 BR] R F(F

BEfaihilt - SRR 1365
AMOBEE-LERRIREHEOLERR KU EamA




EHEEW Pharmacist Weekly 2019.10.28~11.03 552138 HA

=,
E * H Eﬁﬁ SRR AEAXLHHERLAT

EEMRYR S TEXH

BERMMET LHERIHA 167 BN ARE
iﬁrﬁ‘*@;ﬂﬁﬁ—i_ﬁ’aﬁ% MERARE. RPnEmESSRMES

L ™ ﬁﬁmﬁé' . RUEIMEAEER
AT T o
=7 (kR

—
—

JHEH J'm SRR RN E104A 0T R N W e - mail il B Eqr0986@greattree.com.twit BN (B HT:03-4333123 SM298/355 - FM0O9T0912995)

HO.H ML SR 12 ) . EEREBT.RRAP Am RN FE0 Lo, B Y. R AL L HW S EHaW
PHLEH. WS Bt 1T PEmE Y ..k W ERAE R

,-':/i'l. - ' Y

OR) R L L L
& &Emﬁ 2# 88ﬁrnuu1
=

:_-mum#muluo RO R mw
150
B & [aW

+HRNEBLE EFEEES
W B & & MnogNetcomiw

) E.I HFEEREENE

RNAER  WRMREE | | B85 37 R AIREEE HtIEME -
ERE ? MR "KingNet Bl RBENBNRNER, - KERE |

KingNetEl it MELIRFR R 2H - THAHES - RARFASEH
#Hs  BHHE THEEEES AT SRRS S MFSE S8 LRE
L2 A/PERE - LIS R BWAT - 1R IHE BN -

BTN - RESWHERRE - FI05EAKingNetE R S5 EH -
S RMENARNNEN - REIBEFIE - WAL EARERS - 1

GG padidolol $8- 1§ e
mgﬂmmm!‘t.ﬂm . ﬁﬂi!ﬂt‘ﬁmzmnii ' mg BERRE S BEERS o seoR & :L“;ﬂ TERED
ERIRRIA R TR - MR E - FEFRFEEAZECRNEESTE lm ::lﬂ:: ;::;m: ;ﬁ.ﬁhﬁ :

AERERRASFRM A BS B A0S - THIIREE 54 - R ZATLURE
WFEEF - DR AECEEERERE - BOMEN ACURES - KRR
IEERRE R IRENE R MITRERIR SRS - HEETA BHEMBIREN,L
R LR - IEA RIS ERIEE -

MESRENE - HEARRNE - BEARAEN
HERRS - SARHER - BOERAR - BREAR
B2 NIFRRET - BE SR e s EES
ERREERETIHE - RIS REEIEE

H*@"mﬁﬁﬁﬁmﬂ rEi.nm 5 1u

LD P T RS T PR [ LT T III'\IEL' LULE T

% 69 ‘N'@%#&ﬂ%%&% &% B 3R

[ ATIER | 6B IR 3ETEDRIEASN - NERBE TR

IRMLZEEMATIRE - 2 EZERTETR - STRIASE ¢

(1) @B e-mail (558 ~ 18  SBIREFE 18 apraees
Z pharmist@seed.net.tw i ZXER " STRIZE Tl
EETIE TR | - :

(2) AIEE TPIPEAETR » 21QR code Z &R °

ﬁﬁ!ﬁonjﬂﬂﬂ




