Gemcitabine

Gemzar ®

{125 B 20mg/vial
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BEEFANEEMER MR - ARaRIFARMNE - BRiE - BhtE - e -
[ Eﬁaf&%f‘( paclitaxel ffF) - EB&ERY anthracycline 822418
' -
u H%HH_JZﬂ&?ﬁItDB?Z?F/J\iﬁﬁ’ﬂﬂﬂﬂ;( cisplatin F9)
B RHACPERE - BREAZIAEMEY) (platinum-based) JaEEEZHE
fREV6EH  fFRE_REE -
B REASLEAFMUIRERNR 2 55— 408 - SiEEESB 5-fluorouracil
BE
ANEE S
% & thrombocytopenia - F &8I M/ R EE -
EIMEE(30%) &K ME5(18%) & gemcitabine 8 cisplatin FIE R - BRI
MBEN - BRI SHIEE - —MASEHRMMEE -
Dosing schedule and toxicity: #i;£27#858 60 7248 - FIE N volume of
distribution MEMNZEMEIERA - ARMMEREERE - SEHFFEERE
3K - BEBBIFIMAERRENRS -
Hemolytic uremic syndrome (A4 /KB IEIERT) : AR R - RKSGEIERE
BAMMEM - M/IWRRZ - BRIB - SETAZEABRE
Gemcitabine /8B Z1% - IAKF LEE - BERIBE A - MBEXEE -
IEBTHEEARZRF - 4552 gemcitabine i - Z/VLEERI -
FE8ASHMG 2/3  BEAREHEIBTRE -
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> Fever/Flu-like symptoms: &1L 37% - Lﬁﬁl‘fﬁ@i%‘rﬂﬁ - YNEETE
B2 W mEF -~ AU - BE - FUT - KER - BEEARER
acetaminophen FLOJ A& FRAEA -

> Severe pulmonary toxicity (figt): 45 gemcitabine #2588 - =M IFIR
REEZEITWE - BENMSY - WHZKAE - interstitial pneumonitis &2
adult respiratory distress syndrome (ARDS)1R/R = FEAR LU#T T IF IR
g - OBKRER - RE - M3 X-ray BRE - #BEAEEEZE -
gemcitabine RABTVEE Ara-C 218l - RAEMMBEMREEZ pulmonary
capillary leakage - Risk factors : oAtk o e iE A HEE HUERT) - EIE:
=2 . OJ45 corticosteroids, diuretics, bronchodilators, oxygen.

> A2 BEEMERERS - HENRBEFEAIE - L macular or finely
granular maculopapular pruritic eruption &R - @874 - 04
topical corticosteroids 2% antihistamines (4 diphenhydramine) -

> [MESH - 81 thrombotic microangiopathy - veno-occlusive disease
(VOD)# digital ischemic changes and necrosis #\ B S - HERA - 4
BREFEBEIE> 10,000 mg/m2 s BEMIEEZR -

}

> BEYRER  tgeSREAERZO0EEEE - BME - DEARFRFE -
Z5RWKER RERBHIZEYRE  ESEEIFHEAZEHK -
lgﬁ;? A BRERET/ERARA Al ERAS SR RZEEIE
Breast cancer | RCT, phase 3 GPvs P 21-day cycle
(metastatic) GEM 1,250
Gemcitabine 1250 0S:18.6 vs 15.8 months, | mg/m2 on d1
mg/m? + paclitaxel | p=0.0187 and 8
175 mg/m2 (GP, TTP: 6.14 vs 3.98 months, | + paclitaxel 175
n=266) vs paclitaxel | p=0.0002 mg/m2 before
175 mg/m2 (P, RR:41.4% v 26.2%; P = gemond1
n=263) 0.0002
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Clin Oncol 26:3950-3957

Gr 3/4 neutropenia and Gr
2-4 fatigue and
neuropathy were slightly
more prevalent on GP.

NSCLC
(inoperable,
locally
advanced, or
metastatic)

RCT, phase 3

Gemcitabine 1000
mg/m? + cisplatin
100 mg/m?(G+C,
n=262) vs cisplatin
100 mg/m?(C,
n=260)

Oncology 2000; 14(7
Suppl 5):15-27.

GEM+Cvs C

0S:9.1 vs 7.6 months
(p=0.004)

TTP: 5.6 vs 3.7 months
(p=0.0013)

ORR:30.4% v 11.1%; P
<0.0001

ADR:

Anemia, leukopenia, and
thrombocytopenia were
more frequently reported
inthe G+Carm

21-day schedule
GEM: 1250
mg/m2 on d1 and
8; cisplatin 100
mg/m2 after gem
onday 1 only

28-day schedule
GEM: 1000
mg/m2ond1,8§,
and 15; cisplatin
100 mg/m?2 after
gemon day 1
only

Ovarian cancer
(advanced)

RCT, phase 3

Gemcitabine 1000
mg/m2ond1and8
+ carboplatin
AUC=4 on day 1
(n=178) vs
carboplatin AUC=5
onday 1(n=178)

J Clin Oncol 2006;
24(29):4699-4707.

GEM+Cb vs Cb

PFS: 8.6 vs 5.8 mo
(p=0.0031)

RR:47.2 vs 30.9% (p=.0016)
0S:18vs 17.3 mo
(p=0.7349)

DoR:8.4vs 7.3 mo

Gr.3/4 neutropenia,
anemia and
thrombocytopenia were
more frequently reported
in the G+Cb arm

21-day schedule
GEM : 1000
mg/m2 on d1 and
8 + carboplatin
AUC4 IV on d1
after gemcitabine
injection
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Pancreatic
cancer

locally
advanced,

(nonresectable

stage |l or
stage lll)

RCT, phase 3

FOLFIRINOX every 2
weeks (n=171) vs
gemcitabine 1,000
mg/m2 weekly for 7
of 8 weeks and then
weekly for 3 of 4
weeks (n=171)

N EnglJ Med 2071;
364(79):1877-1825.

FOLFIRINOX vs GEM

0S:11.1vs 6.8 mo
(P<0.001)

PFS: 6.4 vs 3.3 mo

(P<0.001)

ORR: 31.6 vs 9.4%

(P<0.001)

Gr3/4 ADR: neutropenia,
febrile neutropenia,
thrombocytopenia,
diarrhea and sensory
neuropathy were more
frequently reported in the
FOLFIRINOX arm

GEM alone

1,000 mg/m2 QW
for 7 weeks
followed by 1
week rest; then
administerond 1,
8,and 15 every 28
days

RCT, phase 3

Gemcitabine 1000
mg /m2 + nab-
paclitaxel 125 mg
/m2 [n=431]vs
gemcitabine 1000
mg /m2 [n=430]

N Engl J Med 2013;
369(18):1691-1703.

G+ nab-Pvs G

0S:8.5vs 6.7 mo
(P<0.001)

PFS:5.5vs 3.7 mo
(P<0.001)

ORR: 23% vs 7% (P<0.001)
1 year-survival: 35% vs
22%

2 year-survival: 9% vs 4%

Gr3/4 ADR: neutropenia,
fatigue, and neuropathy
were more frequent in the
G+ nab-P arm

GEM 1000 mg
/m2 + nab-
paclitaxel 125 mg
/m2ond1,8, 15,
29, 36, and 43 for
cycle 1, then on
days 1, 8,and 15
every 4 weeks for
subsequent
cycles
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Advanced RCT, phase 3 GEM-CAP vs GEM GEM-CAP vs

PFS: 5.3 vs 3.8 mo (P Gemcitabine 1000
GEM 1,000 mg/m? +| = .004)) mg/m2 weekly for
capecitabine 1660 ORR:19.1% v 12.4% (P 3 weeks
mg/m? /d (n = 267) | =.034) Capecitabine 830
vs GEM 1,000 0OS: 7.1 vs 6.2 mo (NS) mg/m?2 orally
mg/m? (n = 266) twice daily for 3

weeks

J Clin Oncol 2009, Repeat every 4
27(33):.5573-5578. weeks.

* FOLFIRINOX (oxaliplatin 85 mg/m2; irinotecan 180 mg/m2; leucovorin 400 mg/m2; and fluorouracil,
400 mg/m2 bolus followed by 2,400 mg/m2 46-hour continuous infusion, once every 2 weeks); G/GEM:
gemcitabine

* ORR: Objective response rate, TTP: Time to progression, OS: Overall survival, DoR: median duration of
response, PFS: progression-free survival, NS: not significant

ERHKE
fil#l DNA 25l R EBE DNA 5B REAIEEEM - Mm% DNA S5 - AR SE
e

Mt R EEES IR (FA

> BTt EEERE (1ER10%8m A B RENR) -

> HWIHEIMIKEREE : EM68% ; 3/4#K1-7%) ~ BhM A MIIIKE /D (63% ; 3/44K6-
19%) ~ /MR (24% ; 3/44k1-4%) ~ EB1(17% ; 3/4#K <1%) -

AREEKEREIFA
DEME : BEKE (20%) ~ 7KIE(£13%)

2. PIRHEZRF IEENLL%) - REEZE(10%) - FEEBAZOJER
3. KBZ#: KEP(30%) - #5(15%)
4. BB ERA  BOIEM(69%) - BER(19%) ~ ORERIEEE(11% 3 #&: <1%) -
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S EEEERNSBEY I ER  ERERERDSERSHEBEAS -
DB - B8 ELE%?E??EBEL%EM’E% HERDISERHF LEGEE -
5. WERERM  EAMK@E5%) - MK(35%)

6. BlEAE : MPRERIEM(1L6%)
7. RthEz4% : FFINEER 8BTS (68%) - BRBREERBAZENMEENA - 28IREC

BHRSEER(EE BA2E  FRERRZER) - HEMEH - SEgHg
PRiE -

8. WRSEEIIER : WIREEE(23% ; 3/4483%) « EFIRIMIR(19%) - TRERE(<
2%)

9. HE : B#(16%)  #E(41%) -

AL BREEEYETRARSRER - PRWENEIER - 825  ZEYERSNEIFR - RAERFIBIENR @ 52
MR EMZEY T EERIER - ZYEIFRNER SAEREEN ARG N E REMHAZEE (Common
Terminology Criteria for Adverse Events, CTCAE) BERKEIE A EREEEEE  PIRERESFUNBRER
DR - BUDRERERRNFRIDE - DBES 51(1 ) PR BEGHR ) (4 R)TIET (5 4R)
SRE AU LNEIFRE  FSBRENAREBHETHSRENFE | BRE 4 KRBV  ASHEERNAE
BEE -

i = R EE
> BINEERE  EEZREE - A/NOEAR -
ESRD(IM&:E4T) : £ gemcitabine &#)F#& 6-12 /N\F& - BBTEE -
> HIngEAZE . BEERNE  TREIFH
Serum bilirubin >1.6 mg/dL: F% 800 mg/m* oI ifits - SIASHE -
> IRKIREITEREREE
B SEMRABFERIER :
v EB=/I#4 - BiEERAIRERSE S50%E 2 EIFRER
v 7T<R1$ﬁﬁ CEEREZ VRN  BRENSY - EAME2REES - O

M BIKRErEER - AMEIRSEERE -
B [M&HEBEEITER :
B4 ANC (/mm?) PLT(/mm?3) g
6]
KEMEHRSE  EZARM  BROEEEEEMIERRER - nf.?‘.’.i‘r\ ormatien 2022



Breast cancer

Day1 |< and <100,000 L=
1,500
Day 8 | 1,000 - or 50,000 - 75% £ HI=
,199 75,000
700 - and > 50,000 50% =H|=
999
<700 or <50,000 HIFfEA
NSCLC (cisplatin dosage may also require adjustment)
500 - or 50,000 - 75%=HE
999 99,999
<500 or <50,000 g EH
Ovarian cancer
Day 1 | <1,500 or <100,000 JEEBE cycle
Day 8 | 1,000 - or 75,000 - 50% = HIE
1,499 99,999
<1,000 or <75,000 gHi=EH
Hematologic toxicity in previous cycle (dosing adjustment for
subsequent cycles)
F—R | ANC <500 #8358 5 X - ANC <100 #&:8 3 KABREIE
g X -~ febrile neutropenia -+ PLT <25,000 - 800 mg/m? on
A EIFREEERE >1 week d1andS8.
#®4E3% | ANC <500 ##B 5K - ANC <100 &8 3 KAPEEIE
g X ~ neutropenic fever ~ PLT <25,000 - 800 mg/m? on
A EIFREEERE >1 week d1.
Pancreatic cancer
500 - or 50,000 - 75%=HE
999 99,999
<500 or <50,000 g EH
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glfFH

Fz 38

BiEs

Bt EaHEMESRRERHEE -
FEMREFER LiRE -

EAME 2 RAEERE
(Capillary leak
syndrome, CLS)

KAER -

KRR - oPMEMMNESLEN  MBAFREME
BEIAGER - RIRBEEHMKE - B&E8ME
B -

WOBEREE  BRRRE - NBERE - BPLLR

BAH - EFaHEMENERRE%E

P B R (R R
(Posterlor reversible
encephalopathy
syndrome, PRES)

KAEH
BHREHERE - IERBEEE - FOER - BREE -
R R (BRUERL - BiE) - SIE

B ES:

BEHSRE - EEMATREEERE - BEMR
SR~ WhKEE - Pl -

RERE AERE 2 AL -

A MM REAEIRERE
(Hemolytic Uremic
Syndrome, HUS)

KAEH

/DR - BT AR ZE HARE B AR BT gemcitabine JBE 2
% AUBIESE -

BRARGEEEEAAMMEEM - JEEJI[[/JVI‘MEVFT*D%
MBEBE  BEUREEHAIEBRIE - FEEM -
HIEBINEEAZR - 4582 gemcitabine F - ;c/J\/lJ\nﬁ
Al

P et 2 470 BERSTENRENSHEEHRIBAIET) - AR
M IngE A= m A (M cirrhosis, hepatitis, alcoholism)
EERER

ZYXH{EHA

» COVID-19 % : olgE

RENEHRSE - FHEH - ;

8RR R YIE SR B AT B fE R R ER A

P& COVID-19 BEER




B mRNAZEH: Z&FiEEIF=EIMan[EnEkRED 3 @A KRB EMRE
[HriEiRED 4 ER]) - 222V RICEEER 2 BEE  UFRAEEEE
& e BRI AR BB AT EORE -
B RRsHRER ERHEERRSHEEE - EE% _HERE mRNAE
> JFEMEE  BERNAERNE) 2 BEEMARERYZER - EFARER 2 B
i RlgaEaREE) 3 BRBBRIER -
> FREENBEZEYRIOMFR FTEABEEIRER - WINEAN/SEEERE
& - FERZEYREFRAERNENUIRSESFHMNE -

B PR B2 RIIE B

>  BRAER - ZMIKETE Complete Blood Count X BNk % Differential
Count:

>  [M/MRETE platelet count: XA RD

> B INBE(Serum creatinine & BUN - J&E I N ERAEHt

>  FFINBEIEEU(AST ~ ALT - billirubin - JAER] & EZHEHE)

>  EBFE . MiP - & - 85 (G55 cisplatin £/)

>  BIRAREE BEOBERZ)

>  WhEIhRE R B M

>  HitEEARKEZIEM (HUS, CLS, PRES)

>  SAEBERRROBMSEAETIRE (HBsAg ) ~ JEM£XZOMEE (anti-HBc) -

COEFTSERETEL ( anti—HBs) - BEgMEiBEE HBV BERAYRSE - iR
FEETERNEUIEEESEFTENRSENEDY -

e
Gemcitabine(dFdc) fE ARRR A B % E A EE (U3 AL B A A 1 E B B8 (dFACDP)
K =B E(dFACTP)ZE - EHIH DNA WESH - MESMAREY Z/FH -
UEF Rt E EIEME D ER - &% dFdCDP &g E M EREE - RimEER
SRR MEZE =L 5L DNA - ItEsHRiIG# - XE8REZ2RERD - 1
HE dCTP » %% dFACTP &2 dCTP 45538 A DNA &1 - M B/ &ERY
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Gemcitabine 7noJ 8k A RNA - FLICAAMRA dCTP EE R ER S MN58 dFdCTP £
DNA # & - B-DNA B8R &AM ZE Gemcitabine RIEHER P A DNA 12iE
i## - Gemcitabine 88 A DNA % - &+ 1) DNA Bie S BMA—EZEE - Ib
% BN5eZ=#% DNA &% - #R A DNA % - Gemcitabine ST - thid
2185 apoptosis -

Ref. Ueno, H., Kiyosawa, K. & Kaniwa, Gemcitabine (dFdC)

N. Pharmacogenomics of 1: '} Nucleoside

e . . transportars
gemcitabine: can genetic studies Q
lead to tailor-made therapy?. BrJ dFdC e
Cancer 97, 145-151 (2007). oo g; o L
https://doi.org/10.1038/sj.bjc.66038 t{\? CDA L

-._r' reduclase
. Mucleoside

L]
\ diphosphate kingse

dFdCTP

oy
60 MNucleoside
monophosphate kinase
dFdUMP < dFACDP
D](E}lj A & _, Ribonucleotide
o S

Inhibition of
of DMNA synthesis
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1$DHErE\ZE1mEZ§Ker - BUEIME -

4. TgEERM/VORDSEMN  SSERRMAZHIRS @ 55 =0 e il sy

e - AERLEMEE FHIR/NER - SUSEMEBRAS

HHIRRERD - RREBER - MRZFMEN

HEHIRRAEHBRENGERE  RNORIARGEERSITE  FEES

HHIRME  OEAE . KEE - BEREEN -

BRAERUHRNVESZE - ZI2FX - RBENEY -

BIfFRZE 4R 3/4 AREIFRTRZEIFRAREZRZHARESAE -

10. BRAREDAIIE R MIKEHE - HFBINEE - ERE -
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