Gemzar ®
{815 59

w RBEEE (ZWR 1996 & FDA #8F L)
> ERERFERIVEEMERFR - BNAE
BEIF/ AR ihE - BRMEIE - BERNE -

Gemcitabine

20mg/vial

BER B | MR LA JTRERESS

B ERHIE (B paclitaxel fff ) - B anthracycline $8%%
MrEs: -
m EEASUEAFINTIRR 2 IR/ A AR Am R (B2 cisplatin 7 FR)
m MRHEACPEE - BRERAZIAEEY) (platinum-based) A EEE R
HERZD 6 @R - fFRE_a%E -
B EHASEDAFIUIRRRERE 25— 408 - SlEERB 5-
fluorouracil &%
lgé?f? AR ER A/ B AR A B AE SR RZEEIE
Breast cancer | RCT, phase 3 GPvs P 21-day cycle
(metastatic) 1,250 mg/m?2
Gemcitabine 1250 0S:18.6 vs 15.8 months, ondland8
Gemcitabine | mg/m? + paclitaxel p=0.0187 + paclitaxel
1250 mg/mz 175 mg/m2 (GP, TTP: 6.14 vs 3.98 months, 175 mg/m2
+ paclitaxel n=266) vs paclitaxel p=0.0002 before gem
175 mg/m2 | 175 mg/ma2 (P, n=263) RR: 41.4% v 26.2%; P = 00002 | .
. Gr 3/4 neutropenia and Gr
Clin Oncol 26:3950- :
2-4 fatigue and neuropathy
3957 were slightly more
prevalent on GP.
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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,

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

21-day
schedule
1250 mg/m2
ond1and §;
cisplatin 100
mg/m?2 after
gem on day 1

n=260) only
Anemia, leukopenia, and 28-day
Oncology 2000; 14(7 | thrombocytopenia were schedule
Suppl 5):15-27. more frequently reported in| 1000 mg/m?2
the G+Carm ond 1,8, and
15; cisplatin
100 mg/m?2
after gemon
day 1 only
Ovarian cancer | RCT, phase 3 GEM+Cb vs Cb 21-day
(advanced) schedule
Gemcitabine 1000 | PFS: 8.6 vs 5.8 mo
mg/m2ond1and8 | (p=0.0031) 1000 mg/m2
+ carboplatin RR:47.2 vs 30.9% (p=.0016) | ond1and8 +
AUC=4 onday 1 0S:18vs 17.3 mo carboplatin
(n=178) vs (p=0.7349) AUC4 IV on
carboplatin AUC=5 | DoR: 8.4 vs 7.3 mo d1 after
onday 1(n=178) gemcitabine
injection

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

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

locally
advanced,

(nonresectable

stage |l or stage

1)

ECOGPSOor1
FOLFIRINOX +
Gemcitabine +
nab-paclitaxel

ECOG PS=2
Gemcitabine
alone
gemcitabine +
capecitabine

J Clin Oncol
2016;
34(22):2654-
2668.

RCT, phase 3 FOLFIRINOX vs GEM GEM alone
1,000 mg/m?2
FOLFIRINOX every 2 | OS: 11.1 vs 6.8 mo QW for 7
weeks (N=171) vs (P<0.001) weeks
gemcitabine 1,000 | PFS: 6.4 vs 3.3 mo (P<0.001) | followed by 1
mg/m2 weekly for 7 | ORR: 31.6 vs 9.4% (P<0.001) | week rest;
of 8 weeks and then then
weekly for 3 of 4 Gr.3/4 neutropenia, febrile | administer on
weeks (n=171) neutropenia, d1,8,and 15
thrombocytopenia, every 28 days
N EnglJ Med 20717, | diarrhea and sensory
364(19):1877-1825. | neuropathy were more
frequently reported in the
FOLFIRINOX arm
RCT, phase 3 G+ nab-Pvs G GEM + nab-P
GEM 1000 mg
Gemcitabine 1000 0S:8.5vs 6.7 mo (P<0.001) | /m2 + nab-
mg /m2 + nab- PFS: 5.5 vs 3.7 mo (P<0.001) | paclitaxel 125
paclitaxel 125 mg ORR:23% vs 7% (P<0.001) | mg/m2ond
/m2 [n=431]vs 1 year-survival: 35% vs 22% | 1, 8, 15, 29, 36,
gemcitabine 1000 2 year-survival: 9% vs 4% and 43 for
mg /m2 [n=430] cycle 1, then
Gr.3/4 neutropenia, fatigue, | on days 1, 8,
N EnglJ Med 2013; | and neuropathy(improved |and 15 every 4
369(18):1691-1703. | togr.1in 29 d [median]) weeks for
were more frequent in the | subsequent
G+ nab-P arm cycles
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metastatic RCT, phase 3 GEM-CAP vs GEM GEM-CAP
PFS: 5.3 vs 3.8 mo (P Gemcitabine
ECOGOor 1 GEM 1,000 =.004)) 1000 mg/m?2
Gemcitabine+ | mg/m?® + ORR: 19.1% v 12.4% (P weekly for 3
nab-paclitaxel | capecitabine 1660 | =.034) weeks

mg/m? /d (n = 267) | OS: 7.1 vs 6.2 mo (NS) Capecitabine

ECOG 22 vs GEM 1,000 830 mg/m?2
Gemcitabine mg/m? (n = 266) orally twice
alone, or + daily for 3
capecitabine or | J Clin Oncol 2009; weeks

erlotinib 27(33):55713-55178. Repeat every
4 weeks.
RCT, phase 3 G+ erlotinibvs G G+erlotinib
Gemcitabine + PFS 3.75vs 3.55 mo (P Gem 1,000
erlotinib (100 or 150| = .004) mg/m? QW x
mg/d orally) vs 1 year-survival: 23% v 17% | 7 wks
gemcitabine alone | (P =.023) followed by 1
0S: 6.24 vs 5.91 months week rest;

J Clin Oncol 2007; (NS) then weekly
25(15):1960-1966. for 3 weeks

out of every 4
weeks +
Erlotinib
100mg/d

* FOLFIRINOX (oxaliplatin 85 mg/m2; irinotecan 180 mg/m2; leucovorin
400 mg/m2; and fluorouracil, 400 mg/m2 bolus followed by 2,400 mg/m?2
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
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ERKE
il DNA B als R EBE DNA S ARAIEEEY - milH DNA S5 - ERA
ABIET -

Mt R EHESEE (FA

> BT EEMERE (1ER10%EAZRERL) -

> HMHIMIKEREE : EM(68% ; 3/44k1-7%) ~ IEFRMEBMBKE(63% ; 3/4
#R6-19%) ~ M/NMRIZN24% ; 3/4#81-4%) ~ HIM(17% ; 3/4#& <1%) -

ARERMKEREIEA

1. DWEIE : BEKE (20%) ~ KE(E13%)

2. PR LHT MEE(1L%) - HEBERE(10%) - FEEBERZOER

3. KREZ#A: K2(30%) 25 (15%)

4. BiREBEIEZRS  BOIEIL(69%) - BEIFE(19%) - CERIERRIE(11% 3 &
<1%) - LIS BB EBIENSEEY JER  SRERERNDISERSHE
ZAB - IBOMEN - BEZEESREMEELERIFR - SERISERSF LE

Ex
iaE

5. WREBZRM  EAMK@A5%) - MK(E5%)

6. BRAME : MPRERIEML6%)

7. RtHEZ4 : FFINEEIR BT S (68%) - B EREERBAZENMERRN - E3I7
HOREWREERR(IEE - RAER - FZBRRFER) - FSHEM - 5
BRI ol g -

8. MRFSEEITER : FIREZ(23% ; 3/48K3%) « R (19%) - XREE

9. HB : HH(16%) ~ #E(41%) -

HE  EREEYETRRRE - TRENEIER - 815  EYARSHNEITER - RAEBRIBIRER -

2 T HANEnENIIERER - EYMEERNEE2EEERERRRTNE RS EE
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(Common Terminology Criteria for Adverse Events, CTCAE) - B AREMEAECEAEE - FRdE:R

SUNBREEDH - SHUIBBERELRANEADE  DAREMOR) PR A  BEG & ) Bm
(4 AT (5 AR) - B3E 3 RULENEIEARE  BEENAREBETHSAENIGFE ; 28T 4 RIE
W AZBEERNTABEERRE -

A 2 4

> BINEcHE . mEEE=E - B/)OER -
ESRD(IM&ZEAT) : £ gemcitabine &F1# 6-12 /N\I5& - FBES -

> WIREARZE . BEZREE  FRAIEA
Serum bilirubin >1.6 mg/dL: 3% 800 mg/m% oIS - TJRSHE -

> KBEIERREE
FEMRAEREEIER -
v S5/ BEERNEEES S0%E ZRIFRER
v 7T<7\1§ﬁﬁ AR TIREE - RENSY - BAMNE2REGRES - o
WM RIS R R - A MRS AEIRES -

m MRAEREEIER :

Be ANC (/mm?) PLT(/mm°) R
Breast cancer
Day1l | < and <100,000 HiEEH
1,500
Day 8 | 1,000 or 50,000 - 75% 1=
- 75,000
1,199
700 - and > 50,000 50% =H=
999
<700 or <50,000 TiFEHA
6 |
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NSCLC (cisplatin dosage may also require adjustment)

500 - or 50,000 - 75% = H =
999 99,999
<500 or <50,000 TiFEH
Ovarian cancer
Day1 | <1,500 or <100,000 SR AR
cycle
Day 8 | 1,000 - or 75,000 - 50%=H=
1,499 99,999
<1,000 or <75,000 TIFEH
Hematologic toxicity in previous cycle (dosing adjustment for
subsequent cycles)
F—R | ANC <500 #838 5 X ~ ANC <100 #8#B KAPREIE
84 |3 X - febrile neutropenia + PLT 800 mg/m? on
<25,000 -~ sKREIFARIEESE >1 d1and8.
week
&4 | ANC <500 #8% 5 X ~ ANC <100 #8#8 KAFEH S
& 3 X ~ neutropenic fever ~ PLT 800 mg/m? on
<25,000 - HREEIFRIEESE >1 dl.
week
Pancreatic cancer
500 - or 50,000 - 75% =T E
999 99,999
<500 or <50,000 HiFEH
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=/ EIRFREAERERRHNEE
&l {EF

B2 38
BiEs

B EEHEMEYARRES S RE

HIEAEE R bR -
EMME L RERE | XA=H
(Capillary leak REWN - OpHEMONESSEN - MBRAREME
syndrome, CLS) BBEHERER - RSB MKE - BEBMIE
MM ER -
/D IR 2

BRRERE - WAER - BRLER
BAARE - ERaHEMEYERHRSRE
EIPEIERE i prspeng 3 =2

XAEH
(Posterior reversible

LDRMEERTE - EIABRRE - ROMEE - B
encephalopathy o i i N
BREUARRE (EERE - BiE) - SME
syndrome, PRES)
AU ENT BDRMERE - BN ARIRE S ER - BEMM
K~ BliZKEE ~ B4 -
BERE  aE® 2EAME -
A MM RS AE1RERE KAEHA -
(Hemolytic Uremic

B - BT

=<

HAfE 20 22 & gemcitabine 8 &Y
Syndrome, HUS) % AUBEE -

REFEERAEAMMED - JEEJIH/J\WTEETF@%
MBIEE &

BEURENATEERIS  FEBEMN -
HILBEINEEAZRs - 45582 gemcitabine 5 ;c/J\/b\
Al -
PR ES

LEBRSENRENSH(EEHRBAET) - AR

FFIheEAZm A cirrhosis, hepatitis, alcoholism)
ERRER
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EZYRX G 1ER
> COVID-19 %&& : oJgERR1E COVID-19 BEUR
B mRNAZH: EZEB(EZE-ENRE[EAERED 3 @A RE
[ ERE D 4 @A]) - BEZ2DIMEEAER 2 BEE  NFERE
g mmiEE s E A ARBMT A mAARNERE -
B RESEHEEE A HEERRSEEES - BEFE_EEE mRNA
]
> IEEMER  BENREANE) 2 BEEMAEBRE LR BEERR2
BEE - AIORNAEERER) 3ERBERERE -
> GEBENBEZEZEYIOER  SERBESNEER - WINERR/SEES
HKEZE - FEREYREIERERNEMEEEZHANE -

p

B AR EAIIEE

>  ZIMIKETE Complete Blood Count & B I1MEk73 48 Differential Count: &
RAERI

>  [/ViRETE platelet count: B RIAEA]

> B IhEE(Serum creatinine & BUN - A& BT & EHREHE)

> FFINBEFEEL(AST ~ ALT - billirubin - A% Al K EHIB )

>  BRRE . M- & 85 GBS cisplatin )

> HIRARER (B OJEEEZ)

>  MEIEE RS

>  HiBREARKEZIENR (HUS, CLS, PRES)

>  AERERIEXERENR (HBsAg ) - LB RZOEE (anti-

HBc) - ZBIRFRFKRE MR (anti-HBs ) - AlEMaEEE HBV BENRESE - &
il FEETERNEUEEZESTENRSEYTEY -
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> EREIEEIR

® R thrombocytopenia - FEAIM/NREE -

KM #E(30%) &K M E5(18%) 2 gemcitabine #fF cisplatin &R - B&IR

WNBEME - BEIA SHIIRE - —MAZERMMRE

B  Dosing schedule and toxicity: &/ 7)#8%8 60 738 - EIE /0 volume of
distribution MIBMZEYEIER - ARIIREREAE - SEETKELEER
Z 3/ - BEBBAHMENERENZ -

B Hemolytic uremic syndrome (A4 RBEER) : AR R - BARSEE
BEAMNMEN - /MRERZ - BRI - 8L EAZEIABNAY
gemcitabine ;5 & 2% - NAF LEE - BRIBE AP - MFFXE -
IEBThEEA TR - 4554 gemcitabine 5 Z2/V0ER -

FE8Aa41b 2/3 - BREAREHIBTRIE -

Fever/Flu-like symptoms: 88J&15 37% - BEHEES 5"5'5# - YN§a
&~ %% =W RSB B RS AUT » KIR - BEEARESA -
acetaminophen FL O 42 BRAEAR -

B Severe pulmonary toxicity (& t): 45 gemcitabine 48 Z2HARE - S
RAEEZEITRE - BREMSBMY - WK - interstitial
pneumonitis #2 adult respiratory distress syndrome (ARDS)R/>R
REAA LUBTE VT IR EE O BKBE - tRE -~ WSS X-ray B=RHE - kA%
BEAZI - K gemcitabine RUZETBIVEE Ara-C #818l - RAEMMMS 4R
2 pulmonary capillary leakage - Risk factors : %cA1fHE P FR A
BIE(RT) - BRIE: {5%% . o]45 corticosteroids, diuretics,
bronchodilators, oxygen.

B 7 BEEMEPERE - FENEFFEIUE - Bl macular orfmely
granular maculopapular pruritic eruption &I8 - 28174 - O4
topical corticosteroids 5 antihistamines (41 diphenhydramlne) °

B MEHM - 83 thrombotic microangiopathy * veno-occlusive

disease (VOD)& digital ischemic changes and necrosis #\B#RE - 1%
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BERH - FERERBIZ> 10,000 mg/m2 St ff AEMIEEZR -
B EZYEER  UJBEEREALEZOEELE - B - 0VEARFER
F8RKER REREBHIZNEE  BEIFRAAZZHEK

X
et

E

_|

e
Gemcitabine(dFdc) 7 A e AR A% B AEE U3 B B A A 14 A0 E kB
(dFdCDP) & = B4 E&8 (dFACTP) i - RISl DNAWAESHK - ME Eiﬁﬁ’?
BU 2R - ILERRECEMETER | &5t dFdCDP {IFIZ Bz e KIE
Rl - EMEEZEEESZEZE =B LIS DNA - ItEEiHE - =
S ZRERD - BHEHZ dCTP - 8% dFACTP 81 dCTP B F 8]k A
NA & - B /&R Gemcitabine 78aJ#k A RNA - EILAAA dCTP &
ERERZM® dFACTP 22 DNA #5 - B-DNA B8R S &AM E
Gemcitabine RIERERTH DNA 12fie## - Gemcitabine 88 A DNA & -
£ RPH DNA EieEgBMA—REZER - WWEEIT2AIH DNA &5 - #&
A DNA & - Gemcitabine € E4MIET - LL:BEMEA apoptosis -

@

Gemcitabine (dFdC)

Ref. Ueno, H., Kiyosawa, K. .
( ' Nucleoside
& Kaniwa. N Q transporters
. FACMP
Pharmacogenomics of “ch Y dc
tabi ) dFdU (\H
gemcitabine: can genetic — \,
studies lead to tailor-made le!ecsice e
monophosphate kinase
therapy?. Br J Cancer 97, dFdUMP bero dFdCDPi’
o ( J__ _@_ - . Ribonucleotide
145—151 (2007) o reductase
A Nucleoside
\ diphosphate kinase
dFdCTP
200 ___, Inhibition of
@, DNA synthesis
https://doi.org/10.1038/s).bjc.6603860
11
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B R MBI FRSBEASHNEEAER

1. BERRAREE - Sy 4 fihan o

2. BF@BHA) - HﬂiﬁME?%ZFFHE

3. ﬁtéﬂé?‘ﬁ‘éé‘%a BENRIRREE - WAL IR 22 8RR PR £ A Uk 22 45 I
R IEEL -

4, WBUFERIZERBATMUHE  BEFERFE 1 B 0#ETHEL -

5. MiTBRESE  IEhXEESE

B A& 30 DiER 1/ - FtRAEE - MEBEEDUNER - BuEIEME
BAE

6. AHIREBRENBHNE WY WkEZE - FEZ - EREERS - 45228
BEHSA TZETNBHEY AN - BREFVERARETREEBEER
% °

7. OIEERRMERMIKE(AZEESE 11 XEIRK)  ERRBIERE - BMNEERE
% BEBHRHAQTLSSIEBRARNEA - A% E - F8 - 2 -
W 5e g =) H At R REAR - AB1ZBITAES -

8. OIEEEAM/NRE/VHEN - BSERRMAZNIES @ A= RiliiEsy
28 - IBEFLEMKE EHIR/NEN - FUBSMEBEAS

9. EHIREKER) H RAEBER - MREFEN

10. EHIRRABRENERE - SARIEREEBIETE  FEES

11. BEHIRMRE - OEAEE . KB - BREREREN -

12. BERAERURNVEZE - B2EK - RENEY) -

13. BIfEFRSER 3/4 REIRTRZEIFRBZRZ S ARERSE -

14. BEREDRIIEE: MMIKETE - FFETHAEE - ERRE -

r&E

SEHESE  BERE - B EE SRS E R B - g:‘_"?_.;f?-\'}f'.-\u'1:"'.'-ﬁ‘"-'r5i'-";'i"i‘é']'\ 2022
sqeters



