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MEBZAFESERY ©
_ ) Center For Drug Evaluation
pegfilgrastim 44 en3% é%‘ﬂ” volke wo3Rak 2 og L5 uf & # 2%k (prolonged
effect) -

O SHEZH I BRI HBREFERS T 0 B3 pedfilgrastim
e A Ap gt 2 filgrastim 7o B m},;q A v—%‘ vy IR L g A R R K R
REP - kS Ss T AGNF P LR

® Cooper & A 2011 # 3 & - PREAPTFTIRE > BIRA LT B REK DR
5o 4hyt rv*ré,’ PMe w IRR U S EEME ) 2 F 4 > &% pedfilgrastim e g F
34 filgrastim &2 - H relative risk 3 0.66 (95% CI: 0.44 to 0.98) -

4. FpEHE 2P ASA R 5 Y o R P HRRA PR Z 5 % o pedfilgrastim
2% pPFE R (7 AT 2o 4 S F 5% Bdpc®) v & filgrastim
bRV

5. dAkyF AL D ARFEFTRETESLY o
6. EIFRMABGE I ATERP >FEELH P RIS TPHF oBH B G-CSF R 52 R
B e ERMBEEF e BF 2R Y NI > M HGFERADG VR -
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4.1.2. G-CSF (filgrastim inj 4-
Filgrastim; lenograstim inj 4~ Granocyte )
(85/10/1) (93/4/1) (96/1/1) :
1.
M* »ghdFweBHELH -
(2 % BB L B FInR1 -
(B)L A M TR o & IRET
(% ¢ s shdc® > > 1000/cumm - &
e w3k (ANC) >3t 500/cumm) o
HE e BEARLEY BT I0R
fs > ® A& 4 9 w3k >3t 1000/cumm >
¥ e oz (ANC) -*»+ 500/cumm
& TR o (96/1/1)
CEALLH APz A FRER
PG * o 7 (B AR A LT
@ % (86/9/1) -
(B)i“ B iR » B P e w3kikL 2 F
W F ¢ e w3k > 100/cumm ~
JEF LI FI A S ML B S EF R
B PR REAR LS B PARR B L
SR
(M¥> - F Rl #a * gz
(MDS) s & 0 & FIp & (4 ehd {4
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» Ik X (ANC<500/cumm) @ & 3 g
ApE. v R EHMER® G-CSF» v 2 #iF
BRI FRMERF

(8)ir if v R iz Mo crBd— 7 35 A p
B2 BRI e T B R B 2
4~5 p B 4 T ix sk G-CSF > H £ &
10 1 g /IKG/day -

2.,&-‘541@ o IF 4z 1% 4000/cumm » & ¢
Mov w TR4Z:E 2000/cumm pF o R T ik
ZFolpFprHE FAH N F S IRBFF
Bdoske Rl T g L
Zn R BV e i PF LS
> L2 - A EF T A fE P
B o TPPEIE Ee n FAY B a
HEERHE > TIRBE -

300UG : 2,662 ~
150UG : 1,797 ~
75UG : 908 ~

50-200 pg/m® > — % — = o
AR Sd e SR
&5+ 2 ) 5000/mmd s b pE o E iRt

iz . v/ﬁ& 7§ Filgrastim & * ¥ 6 =
5 RAe " VYR $E it;;wﬂaé.&lh mﬁ%
o 173m 8 » &2 % § 3865346pg
= & X 300pg (2,662 ~)F & 06 X -
£ 2,662*6=15,972 ~
- L&F BT w2 ik
xR BATYE i ik
4v £+ CADTH =i pE o 2004 & 10 7 27 p
ok LR REFFAL R ¢ (CEDAC) 223%#- pegfilgrastim
» %14 - (CEDAC recommends that pegfilgrastim be listed for
patients with non-myeloid cancer who are receiving regimens with
curative intent who are at high risk of developing prolonged
neutropenia.)
&7 PBAC L s o
# & NICE 3100 # 11 7 2 p ik > A & 4p M &5 pegfilgrastim 2. f 2% 5
FE -
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vg P a3V g (neutropenia) Y E sk R K Renglivr > HP o %
Z A Fwagd fhd g sk o> (grade 3 and grade 4 neutropenia) & & %’ R

s 3 (neutrophil count) -] *+1.0 x 10%L2 ] *+0.5x 10%/L [5] = * ® 19 i 3¢
VAR Al AR LRP R R R RAAY: SR I A g s &pm@%J
(febrile neutropeniazt neutropenic fever » FN) ~ # 5% A o e A ae £ - A2
%%?T%’%ﬂiﬂ’##ﬂéiﬁ&ﬁ%ﬁ’awﬁ&@“§$%i%W%
AEREFe K2 AE [6 7] mHBESALE BRI E (European
Organlsatlon for Research and Treatment of Cancer, EORTC) % 4 (2011)#& % % %
(AL R erali‘QLF%’ L ER O ) RS B 3 L E L 4 ip i [8] 7R V
M A SER e & 2R BT 1) F]3  (granulocyte colony-stimulating factor, G-CSF)
4efilgrastim (including approved biosimilars) - lenograstim 2t pegfilgrastim% » # *%
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R E = L P 51%&“‘%’ Py IRk e [8] F R 2RIMKRIES S
(National Comprehensive Cancer Network, NCCN ) 75 J 4p 31 & 3% (NCCN
Guidelines Version 1, 2011) : »t i s B B > K37 {8 e 4 3 2 fﬂvg e
o IR R A RO F F N E A 2200 BET A RTE AR L R
i {1 %]+ (G-CSF) 5 pg/kg o @ i %5 g g 8 ¢ (ESMO, European Society
for Medical Oncology) P&k p &+ 9G-CSF > Bi% it % (6242 72 P B
450 @ 2 F 5] ANC (absolute neutrophil count) +%4g [8] > i % T & 10-11% ¢
PR O[8] -

St ERMREA T 2 io R € (EORTC, 2011) 2 * M 2 B
e minfdpslEk (NCCN, 2010) soik R Mof ¥ fho & 3k g & B4
(FN) B *3= A 5 = e 43 20% ~ 10-20%% - 10% » i+ 7 & F & * 4~ %
2 G-CSFe 450 Negd o b sk & BB 48| B "R3™ 0 4 30 20 500 20%
¥ RERFA BT ERY GCSF [5]e ¥ AFMBEFL E ISR E
(EORTC, 2011) #f*ts kit * 4~ 5 if [ 12 G-CSF e A 3¢ 45 1 £ % <20 65
PR~ A ETE Y M TRV £ H A AR P LR F &
G-CSF » @ém §#L~Aw~Lﬁi@%@~%uwux4w\%ﬁui
¥ :ﬁﬁﬁg@:)ﬁ pmE R 2 B REST S s Rdp 3l (NCCN, 2010) $>va&ikie
A AR L G-CSF e A # & 4518 J <30 65 3 4 3B 7 M s D R
Bl o fR A s RA g R A n @R ﬁ%ﬁm%~ﬂ@%l
F AL ER L TR S TG T B L o

AR A REEHNIG 2 G-CSF B b HRETP 305 4 Lo F
(Hematological drugs) » 4.1 i & # it /% # 4 (Hematopoietic agents) (*i4k— )
[4] -

¥+ G-CSFenfa s » £ 5 + # 5 d Escherichia coli & = efilgrastim ; & d
¢ W g & e (Chinese hamster cells) & = ehlenograstim ; % & ¥ 3% %
pegfilgrastim:fs. sustained-duration formz_filgrastim » # 3 & # filgrastim i 45 + <5
Nipdk b % &2 5 2 monomethoxy polyethylene glycol (PEG) (20 kDa) i ..*ﬁ ;

L& (increased termlnal elimination half-life) (33.2h) [9, 10] (% _)

# = ~ Pedfilgrastim#: filgrastimz_ +* # [9-11]

BR L (B Filgrastim Pegfilgrastim

Approval year US FDA » 1991 [11] US FDA > 2002 [11]
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&3+ (kD) 19 39
PEEXRY

(elimination half life) 1.8t03.5 15to 80
(‘] P%)

S BRI RFENAFLLPRR

1. Pegfilgrastim 2 ATC code % LO3AAL13 (LO3AA Colony stimulating factors )
[8] > @ & & ¥ % 5 ATCcode # T £ 4pfp 2 ¥ ik e ¥ i & &4c filgrastim
(LO3AA02) % lenograstim (LO3AA10) [2,4] -

2. FARRFELFEYF CFHEHM  CHRSFVELFET > ViR (&)
PUMEET TREY MO k] B33 5 BEER PEI AN GRS C
4 g Hapx g 2 4> & 3 filgrastim 75 ~ 150 ~ 300 = 48 AR5 6| 2
lenograstim 50 ~ 100 # 250 = fR+% /4 fo 3oL 543 [3] o

3. Pegfilgrastim 72 ¥ 357 if ok 5 [ * 0220 AR & F B2 2 5T
Bl BERA S arE Y G & R R £ R T A R E
%%’H%ﬁ@ﬂﬁvnﬁﬁ R L EEEL AR RES F o | &
filgrastim ¢ lenograstim +% ;& 2_ 4p M if e [ e 1 8 2 9151422 pswa 5
s xF ] %y 23 8]

4 REGEFABESEARLTP LT 4 20k #45 (Hematological
drugs) » 4.1 1 & # it i>f # 5 (Hematopoietic agents) (*it4%x— ) [4] > 2 > % i
Bt LA GRRAP]  AE 2 #* R G-CSF (4 filgrastim ;
lenograstim) (% % #w = % ) (98/11/1) [1] -

5. Pegfilgrastim £ filgrastim 7 2 %" #2 §&k ;7% [8, 12-16] -

2 REEREE (3 pr A R)

* i JFLp
4v £ %« CADTH 2004 # 10 * 27 p [17]
;% PBAC 2007 & 07 * [18-20]
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# B NICE 2100#11% 2p ok > & @ AP BE &4
pegfilgrastimz_ =iz 45 2 -

H i Cochrane/PubMed/CEPS

(-) %< £+ (CEDAC)[17]

1. = p#: 2004 # 10" 27 p

e g+ b pEFHL B ¢ (CEDAC) i #- pegfilgrastim i ~ % - (CEDAC
recommends that pegfilgrastim be listed for patients with non-myeloid cancer who are
receiving regimens with curative intent who are at high risk of developing prolonged
neutropenia.)

2. ZEix e d

A& %Y 5 B REHIF (full manuscripts) R A IR PR ESR 0 vt AT
7 pegfilgrastim £ filgrastim * ** 3 < 4] ¥ 422 $9% WH (myelosuppressive
anti-neoplastic agents) #=% %2 7%k & ¥ (non-myeloid malignancies) > &k 5t
ManTinis » @ T ek

| B @ 5% ¢ 2 f e % (outcomes) © @ f& filgrastim P& 3] A7 = &
(mortality) ~ &.Fe5 (hospitalization rates) ~ 3 2 B & e @ 120 & IRaE L
JE (serious neutropenia) ~ 4 ¥H75 # 1 TRl p Rk m“ =P (median
time to recovery of absolute neutrophil count) ~ 4% = — i i F #p FF 73
den Tefd o & SRR Vo & 83 % (febrile neutropenia) ~ 2 & i€ %
F (rate of antibiotic use) ~ i & A& £ % K (dose intensity of
chemotherapy) ~ & # % & J& (adverse reactions) 3%t j £ & -

Il &7 B'EWERFEERY L7 e BRFHFFRF A e E - ISR
# B (in any single treatment cycle) » 2 £ rvé’ Pl o IR VR & B
(febrile neutropenia) =14 #ciz 3 st b m@%iﬂ o ¥ - BREHIRIER
S BB AiE- kP EF (any treatment cycle) 5 B 4 rv?—-’ LA R £ <
FORESEFEE  p AT AP FALR S R * L2 B0 I 1
2&6473% 4 Biom P pE (all 4 treatment cycles) » &/ 7 ¢ cfp e 2L >
34 rp—; Pl S IRV S HE )y LB G M P algF AR
filgrastim 4= pegfilgrastim 4 %] % 18% (27/147) 4=9% (14/149) (2-sided 95%
CL: 16.8% to 1.1%; p=0.029) -
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2 &1 (quality of life) 14 2 4 42+ chps I (time to resolution of fever)
ERGE A *K%\ﬁ;z o

"'}\‘

p

58+ #rif o & pegfilgrastim & filgrastim 2= E # +* #2 (head to head) 5T #:#
¢ o T A IR pedfilgrastim & 7 #& filgrastim & ¥ 0ok B % (significant
therapeutic advantage) °

(=) &# [18-20]

2007 # 07 * PBAC w3 # > % HE L2 Sd b H o HH I " v xe 3
anthracycline #g i Jr = F en M & 2L 0 A & X % ¥ B ap 4 (low-grade
Non-Hodgkin’s lymphoma, NHL) z_4~ %3¢+ (primary prophylaxis) i % 5!42
"‘%,’ Polhd S IR 0 FPARM T AT

1. ’i‘/‘l‘}%%]

A

R #& 2 eh4F & (submission) v G #- pegfllgrastlm FlE R 3
anthracycline # i % = R eh M R 2L A & % % B p 4 (low-grade
Non-Hodgkin’s lymphoma, NHL) 2 4= % 3f F# (primary prophylaxis) i* % 3!42
V%’ B g i IR D R R o

2. ¥ X

PBS (Pharmaceutical Benefits Scheme) #43t 7% # >t X Figfd i ehv B &
EALH 7 B 4 (intermediate or high grade lymphoma) » £ 3] m%‘ (cure)
*substantlal remission ; 7% & > p @ &7 filgrastim{rpegfilgrastim iﬂz °

3. 37 4 et 7

Pegfilgrastim (Neulasta 6mg/0.6ml/syringe) ** 2006 # 8 * 2 P & TGA &
AT T AR R b ¢ 2 R i ¢ g s
U PP 0 G Rt ARG F‘%’ L A= 5 R m’?J%J R g A

% o
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4. FR& i
FOOLEFRERAP A L NHT B (non-Hodgkin’s lymphoma, NHL)
EPG@ P ILE (ST g A T 1%—;573}\:*6 M m IRECD R R 0 b e 2t ie
AENHTRHREL 0 FF anthracycllne m)%‘“s Fenfifeir it o P owH R

%~ pegfilgrastim * MR AR A £ BT B KRy B 7
anthracycline /s % > F ehzhfm A & N T BKap 4 7 BT PBS ¥
pegfilgrastim » 2 % > lb-zéfa!%f‘%’ PG TR DR R R e

5. v iEt %

4 3 & PBS iz 3 % it pedfilgrastim * + % & ig | (secondary
prophylaxis) » PBAC#: % i § %4 31 * ¥ (no prophylaxis) = if § e st
@ o

6. Tok #F%

BB ATRLEFOTHRY 5 - BRI ERER (L) 0 HHE
% anthracycline % = % 6 B 7 2 ahzbie 2 & < of ™ Bp 4 0 RHE RS
pegfilgrastim ¥ & 4= % 3f 1% (b’“r*ﬁ T A EE - BB R LR Y pegfilgrastim)
g BAEl (% - W LG & pegfilgrastim » & & F 2 PR ET > JiE -
[ERCE TR RN pegfllgrastlm ) e

Fom R 202007 #14% 2 PBACIE B T4 Y il g 18 4 B 2% [18]

e o Protocol title/Publication o o
EENE Rl Title Publication Citation

A Randomized » Open
Label » Multicenter Study
of Primary Prophylaxis
with Neulasta®
(pegfilgrastim) Versus

Posters presented at
ASCO 2005, Chicago

Balducci . Supportive Care 2005,
Secondary Prophylaxis as
] ACCP 2005, and ACCE
an Adjunct to 005
Chemotherapy in Elderly
Subjects (>65 y/o0) with
Cancer

7. Tk Eskis % [18]
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Comparative effectiveness ( #p ¥+ <)

BB RER P 0 37.0%:5 0k 4 bR BIE AR T R R
EHPEE, o m AR BIEFEY F 151% °

W E AR R "G "F L (relative risk reduction) = 59.3% (33.9%,
DB B ETEE (P=00043) AP AT AL TRA L £ R
mmcma&mw% WS E o MM T ] 65 o A R Y R E

Comparative toxicity

EI R AE AL AN A o & ;p*ﬁ RIS SRR N S O
s Bk o & pedfilgrastim 48 B B ¥ fL_m% LEELFERAR - REER
59 R [18] -

8. &4 = £ (Clinical Claim)

PBAC # X i tdk 2 eh¥ 7 &5k pegfilgrastim £ 5 MA& 250 4 & %
o Fe%’}?ﬁ 4 (low grade NHL) = &35 BRG BRIFY IR m)?; A A
4 sk

k5 B F R ox (effectiveness) © T B EX TP p K am A F AR INE 2
T g % 18]

2008 % 2011 # ¥ 3

PBAC ** 2008 # 11 7 chdF & @ » 22 3% < §* pegfilgrastim " # =< fludarabine
% cyclophosphamide (FC) ir /i 2 B d2itk = 129 & 5 (CLL) 4 * > fE & vq @ 12
0ok TR RS SR A BE R 1 £ IR L BARE [19]

PBAC % 2011 # 3 " ehg k™ - L i&- #Jz§* pegfilgrastim % filgrastim
*r T4 BEACOPP 1 J ¢ Hodgkin disease 5 * > # 7 ¥ 129 o 3R~ g &
& %2 4~ 5381 ) (BEACOPP ¢ 4% bleomycin ~ etoposide * doxorubicin
cyclophosphamide ~ vincristine ~ procarbazine f= prednisone ) - PBAC A& *" &4
T ORE TR R Ao F E R aER [20] ¢

(z) #H®
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2100&11°% 2p 1+ - & @ 4p B 4-$Fpedfilgrastimz. g »2i =G 3R 2 -
(z) 2

&2 (“pegfilgrastim”[Supplementary Concept] OR "pegfilgrastim”[All Fields])
AND  ("filgrastim"[MeSH Terms] OR  "filgrastim"[All  Fields]) AND
("meta-analysis"[Publication Type] OR "meta-analysis as topic"[MeSH Terms] OR
"meta-analysis"[All Fields]) %  ("pegfilgrastim”[Supplementary Concept] OR
"pegfilgrastim”[All Fields]) AND (“filgrastim”[MeSH Terms] OR “filgrastim"[All
Fields]) AND ("random allocation"[MeSH Terms] OR (“random”[All Fields] AND
"allocation"[All Fields]) OR "random allocation"[All Fields] OR "randomized"[All
Fields]) AND controlled[All Fields] AND phase [All Fields] AND 111 [All Fields]) =
& { vz >3t 2011 & 11 * 02 p #F Cochrane/PubMed//CEPS % F 4L & » &4 [
e R 22 AR % EAEX AAIACTRA L G FH A X “‘F]* oM w TR D
ﬁ@ﬁ%%i%ﬁﬁﬂﬁ%&%#m%%ﬂﬂ&ﬂ%ﬂﬁwiﬁﬁ*ﬁgﬁ%%
PR RFLF o i /,?HS?%‘ c BHEFIR RN BREICRAME €
(EORTC) t 2011 &% 4 F B it Fipg b oaldea of ¥ oo & st > & 044
2 e dp sl @ dp o P pedfilgrastim <io o 2= [8]; Cooper % 4 »+ 2011 +# 4
%T%K%ﬁéﬁwﬁwéigﬁﬁﬁﬁé:%ﬂfG{BwaﬁﬂﬁﬂggﬁﬂHHg
2 7h t«ﬁ‘ JEE H B gkay [5] ¥ b3 A8 K A& pegdfilgrastim
2 filgrastim =7 Phase Il & # - f Tk 2% [12, 14] - Y AT RL > £ 8
& HeT

1 22011# > B RpEs g 2 e i § (EORTC) 4 2 5 B 1" Finsg o #ralde
2. '—"%’ Poibd g SRRV & BN 20k dp 3l ¢ dp o P pedfilgrastimen
e EERE R 4T [8]

gt e fdp sl @ [8] » EORCT G-CSFisidp il ie ] = (EORCT G-CSF
Guidelines Working Party) 4z # MEDLINE>PreMEDLINE - Embasef-The Cochrane
Library # < e Fb R S& {7 w i (8 120094 ) > of | 018 & o o g % H > 2
¢ > 4F 3+ pegfilgrastim £ filgrastim v #2 3% & > Fr =7 T % ¢ & pegfilgrastim
(pegylated G-CSF) 2z filgrastimenip [# (£ 68 2 iz [8, 12-16] - & % 5.2 R 41
xR G pegfilgrastimﬁr*"‘%v? Pole nskak 2o £ 5 £ 2 (prolonged effect)
[8] c # F>t& p 5 G- CSF pegfllgrastlmz g Wik Kf v B e & od v
¢oe o 3k endic B 3 iz o pedfilgrastim® $#F § 514 o EV_E_ A e Lﬁ:m
#E R [8] -
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EE P HE E 2 (equivalence) - A £ B A #%%  (dose-finding
study) [13] o lﬁfj'léﬂéi: Wik (Fypswlevel 1) [15, 16] »
filgrastim = pegfilgrastim %+ v%’ Pote o IR L g AR M IR HP IS R o % 4
(similar efficacy) [13, 16] -

KA BFRZH 59~ 7 - ERERBFFRDE ST 0 [12,14] 1 %
* pegfilgrastim = 4 Ap ft e filgrastimis 5 cp 4 o v%’ eI A e
FPH O BEARE Y - BRRNEF T AL AP LR o RITERERKRY L
w H — & £ pedfilgrastim#z = p #| £ filgrastimsnengg sefex 244277 ¢ > 2157
[12] =310 [14] =y 4 % # 3%k - = > & % £ 41 & doxorubicin 60mg/m?
frdocetaxel 75mg/m?s i 2 % 1L IVE 5 s 4 ehis % B 7 » 3 % pegfilgrastim
filgrastim i s 4 3ok ¢ B G s ek L 0 2 % A 5] L13%4r20% » 9%
18% - = pedfilgrastime £ 8 @ 16 & sfar £ i 4 Fis [12,14] -

ﬁ*wﬁ‘ P TRR Y b L SRR R & BB P2 5 @ 5 (decrease in the rates
of febrile neutropenla) v koA cOfRs ;2% (the original trials) s 72 3 & 39 st
W kTR ELLTEFHFALAL T é“i%”‘%"’b‘_é & R U R £ BB
B A FEFIE A ’}‘r (meta—analy5|s) D LR PR R Yy [21] 0 8
A 15 end 5 &g ot pedfilgrastim >t filgrastim2. i f »c % i 4p ¥k *&  (pooled
RR) % 0.64 (95%CI, 0.43 t0 0.97) [21] o 4 » 35k e B 22 B 4ovif 2 £ 19757 >
*%aptwh Hlevel 1/ Mg dn+ - 2 23 Prenitsh [8]- - BAHED AR%
% (dose-finding study) 5 #1[22] » %X 5 %3 G-CSFenfiin™ » ATip g > &
(docetaxel/doxorublcm) ¢ %—yzBS%mF* LA e I ;até,i FEE A F [22)odiT— B
ZEugis ik aR 2 [28] ¢ 1E4 7 Pﬁm?w Mok > k2 Bant g LBy
PR AR 24321 5 4 M TACIH R (F 1% %A ;r')é‘ ' E 3 - X o6BIH) -
A Md w6 H W (FN) SIS AR BT ERY 1z B
* _m]} T F 4eg o 4 A %5-102 &% F p G-CSF (N =377; 2400k # ) ~
¥ 2% 6 mg:rpegfilgrastim( n=305;1930 B i¥ #F )~ £ pegfilgrastim+: ciprofloxacin (n=
321;1890:% #p ) 4~ B 3f I isf  [23] - Pedfilgrastim ¥ ciprofloxacin & 2 3
ciprofloxacin# &g % ¥ % p G-CSF# ciprofloxacin® 3 »x¥g [ rvg P w IR
g & (FN) (5%77% vs. 18%4r22% 5 4 > Pig3%-] 520.001) [8] -

ESMO (% F B E § § ) (& RWP = P 1 G-CSF > iz i it J 8
24 3 T2 ] PEBAs 0 @ ¥ FH I ANC YR [24] 0 ¥ F & 10 T 11 % pFERF o
Flp oo KA IR R hE P OG-CSF i+ > e g’f,égﬂ:;’*ﬁ& [ERENY Nk I T
WA G-CSF ¢ AP HApMESR > pF X 2R Y B o &
pegfilgrastim £ 7 # — FH L4 - S o @ BAETE LG Level IV 5#E
2 BT R Y A OB TRk B P LSS G-CSF A # & TRk 4p 2045 [25,
26] » L2 REELIR RAF KA e G-CSF AR > v Trh e i L s S 8
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HEE, (FN) b '&hF & [23,25,26] °

@ 17 ¢ LEARN #5%3:%% # P 0 G-CSF (111 &) = pegfilgrastim (70
bl) iR b H it o % BT pegfilgrastim 24 e g d b s
LY (FN) APM hE g F B [8]

i » - BwmE LR T Y (retrospective observational study)
[26] > * F 4362 =% BB ¢ 45X G-CSF ehifibivjp 29 2 Tef @ 12 i 3k
B EEFE TR P OGCSFREA 5 - BRI FKieanTHTT 2 (H
®Z [SD]3.0) ZisFehixd 5 49 % ;@ pegfilgrastim B 4230 % — B I io R
ehT 3224 % (SD3.2) [26]° tit B 4 frit i chir 18 > s 4 3 X filgrastim
% pedfilgrastim 3 2 T #f @ 1o o 3R P E & W E %, (FN) 9255 (OR) &
1.41 (95% CI 1.02 to 1.96; P =0.04) [26] °

2. Granulocyte colony-stimulating factors for febrile neutropenia prophylaxis
following chemotherapy: systematic review and meta-analysis [5] °

$ % Cooper & % #2011 # 9 4 4 4+ G-CSF ¥ 5 FN I [Lip 7= & ih
st g AR S AT 5] R AT

£ 4fsolid tumours £ lymphoma 2. =& & j5 4 - i& {7 it § j5 5 {8 @ * G-CSFs
(pegfilgrastim~filgrastim £ lenograstim) 4>t <l v%’ vk m IR SR & B
eif 2z (effectiveness) i& {7 k s < L;Jewﬂ REE S & A5 0 & B G-CSFsA w) v i
no primary G-CSF prophylaxis# # i ¢3G-CSFs > f,+ & 7 9 F4L & (Medline,
Medline in Process, Embase, Science Citation Index, Cochrane Database of
Systematic Reviews, Cochrane CENTRAL Register of Controlled Trials, Database of
Abstracts of Reviews of Effects (DARE), Health Technology Assessment Database
and NHS Economic Evaluation Database (NHS-EED)) - ##% p #y 1 2009 12" » 7]
LRk E G R Pt sg s 04 (random effects model) %k R IR AL S A
frenE % o ATk 2% (outcome) R4 > PIAH AR HIHRE - rv‘%’ ¢ oM
o RS & HEE, v 4 % (incidence of FN in over all cycles of
chemotherapy within each study) -

&% [5] ¢

£ 3 2085k A B3E I %4 G-CSF& A &4 4= % 3F 17 G-CSF (no primary
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G-CSF prophylaxis) et & » H @ > pegfilgrastims 7 5% ; filgrastim3 103 3#
S 5 % lenograstimy I &% o

BN o 97 HG-CSFHAEF 14 Tof @ o b o oo & Ak, i 2
Z (incidence) [5] °

Relative risks vs. no primary G-CSF prophylaxis [5]

I. Pegfilgrastim: 0.30 (95% CI: 0.14 to 0.65);
Il. Filgrastim: 0.57 (95% CI: 0.48 to 0.69);
I1l. Lenograstim: 0.62 (95% CI: 0.44 to 0.88).

RS A 2 0 47 TR 7 %3 G-CSF (primary G-CSF prophylaxis) £ & %3 4~ &3 |7
G-CSF (no primary G-CSF prophylaxis) st g » 2 Fef ¢ fhd o st o & 348
& | erelative risk % 0.51 (95% CI: 0.41 to 0.62) [5] »

2T~ I S g A dren o FIRG-CSFsip b Tk w2 [ o @ dhd oL Thip >
e A EgE | F 2 F [5]

p B
Py ' 5
I Relative risk 1= (2
el o Rk 2 iR PiE
# of FN* (ED!
#
(k)
. . 0.30
Pegfilgrastim A A I 5 2060 P=0.002 76%
(0.14t0 0.65)
0.57
Filgrastim AL A BRI 10 2183 P<0.00001 50%
(0.48 t0 0.69)
. 0.62
Lenograstim REA G BIE P 5 467 P=0.007 64%
(0.44 10 0.88)
0.51
Any-GCSF REA G BIE P 20 4710 P<0.00001 74%
(0.41t0 0.62)
- - - - 0'66
Pegfilgrastim Filgrastim 5 606 P=0.04 0%
(0.44 t0 0.98)

BRI RIS SR R &2 F T
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t & 1% G-CSF4p it 38 4 > pegfilgrastim £ filgrastim & 4% v f cnffk 325% 7 1 78 (40
Wi A1) o ,1”‘%,’ e o IR DR & B R E 2 4 34 3 < pegfilgrastim
Jn B & <3 B X filgrastim 2 H relative risk 5 0.66 (95% CI: 0.44 to 0.98) (% 1)
[5] -

3. Pegfilgrastim ™ < A1%EH 4% R > % = PRk F& P & filgrastim &
7 [12,13] 0 @ @A a0 & Foodptk (primary endpoint) 325 | =% 1 R 2P
BBcE g fhd & 3 iF > (ANC< 500/mm®) e 4 % dic o B % - H - Al
pegfilgrastim (100mcg/kg/cycle £ 6mg/cycle) ¥ filgrastim (5 mcg/kg/day) 2
B R G F R BB e LI B SRy o KA o
pegfilgrastim e .7 7f {29 o BRIR VR & B A NE  H L S REDAR [12
13] °

3.1 A randomized double-blind multicenter phase Il study of fixed-dose
single-administration pegfilgrastim versus daily filgrastim in patients
receiving myelosuppressive chemotherapy [12].

PP s SEER SAE A RERER R R R 1 % # 4 doxorubicin (60
mg/mz) % docetaxel (75 mg/mz) 4 T 4225 * (investigator diagnosis of
high-risk stage Il or stage II/IV breast cancer)? * #t ™ & # % £
pegfilgrastim &% &2 p % & & hfilgrastim — % 2 2 § 2% & £ dhp 4
AILL Mg~ 0 S8 28 (3R central Z 85835 B E L) o
- A T A E - F A E pegfilgrastim 6 mg & E ¥ - & p LTS
filgrastim 5 pg/kg s * 2w 14 Fpe 2 BTG b BE RETRER A IR
PR A AT YRR EFFE[12]

RHRE N
AR 2 i 3 filgrastimz o 4 F -+ p L T LS5 pglkg (BT EHE) o

o fs24 ) PRI LS Y B S L SE TG 0 ok (ANC) 4
R %0100 x 1090 0 A F)FEH B KBRS A A % 14 (a maximum of

2 Eastern Cooperative Oncology Group (ECOG) performance status-| *+ 2 % *t2 ; Chemotherapy
naive or adjuvant therapy only or only one chemotherapy regimen for metastatic disease; Absolute
neutrophil count >1.5 x 10°%L; platelet count >100 x 10%L; Serum creatinine <1.5 x upper limit of

normal.
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14 days) (& kw3 4 ¢ ) o W4 <1 pegfilgrastimz 5 4 ER
ey - 2 (V24 PF) B2 B HE 6 mg (0.6 ml of a 10 mg/ml
solution) =4 T 1 44 o 3 Sfpegfilgrastimis & p % A T st A E T
ANC = *+ & %5100 x 10°/L -

2 5 2L
R

3 & F ¥cdp - (the primary efficacy end point) & &% - F4z? %= wg
J M v 5 fR 0 (grade 4 neutropenia) ( %% & ANC <05 x 10%/L) #hps ¢

£ 5B o

= & R vxdp - (the secondary efficacy end points) :

L BRI Feopaed S rfd e sk SR LR
24

L% - B A2l 5w Fhie? -4 “f%vg ¢4 sk 3p e, B M 2L (depth of the
ANC nadir) °

1. r‘:% PG ow IR U R & B g hE 4 5 i 3 neutrophil
recoveryz_ P (ANC= 3t & %:2.0x 10%L) » & » 3255 »

IV. #79%2 &34 % enig * (i.v. antibiotic administration) #2 G fx

Fa - FprTE
% R PR

ZrMaRTR FFEF LE Eag 4 A2 (antibody formation)
2@y Hedhen® i o * LB A 452 (BIACore® 3000) % 4 s wiE %k
BB 2_pegfilgrastim & filgrastim 48 2_ 25 = o

et

& * 959% two-sided 7 #f % B &5 3~ k &~ 7% % {& duration of grade 4
neutropenia z. £ # - 12 bootstrap resampling stratified 2. & 45 # %2 3+ & >
g fbg 2 N2 RE KA R o 4o ¥ - 4R 0 444 mean duration of
grade 4 neutropenia > 95% two-sided 3 ¥ ® B¥ 2. + T 5 <1l X > R
pegfilgrastim #-4 4R 5 2 % »> filgrastim o @ &% - F Az v LF 20%:0
drop-out rate » * :EZk 2. % & Hcdh B 95% e 4 RLUVIER B E B o
4o pegfilgrastim 2. - #= duration of severe neutropenia £ filgrastim 2.
duration of severe neutropenia % §E - % 2. b o 4£-%} grade 4 neutropenia
vtk S RFRB-E AL 2 (T & (asymptotic normality) )
fotE 950 E A 0 11 E AR % A K [12]
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—wﬁ&mﬂ% (& $7 ¢ Poksfdes . iBE) RIFEH & * 95% two-sided
R ® TR AT f“ihs HT“" EERES VR S MR CRCRER R 3 X
IERE I i TR S A #;TS"? M 4 47 (exploratory analyses) * # %
duration of grade 4 neutropenia ~ 2 £ -~ prior chemotherapy % H i %18 2_ i
Too BEE B EARY ST AT E - RARF A FV*v’ Moe m IR
CoEE BN, 2 F[12]

2 3[12]

P& e 7 157 Lom 4 0 80 LML 4% < pedfilgrastim o 77 LA 8 R X
filgrastim o Pegfilgrastim:sf‘iuﬁa AL yaE #s 5 52.1% (SD 9.2) 2 filgrastim
5528/ (SD1L5) e % 7 #ci v X &4t d s 4 v B % (demographic
factors) 2 Aopfkin > 3 L@ P A LR o

K vz (Efficacy)

Pegfilgrastim =& — % 42.2_grade 4 neutropeniaz # & 4 %] % 84% » 57% >
56%% 51% - #p d >t filgrastim 2. 2_83% - 54% > 53% and 49% - & & 4 &
- K #42.2_ T ¥aduration of grade 4 neutropenia s 4p 12[12] °

&% - 4@ o pegfilgrastim & z_ T $5duration of grade 4 neutropenia % 1.8
% > filgrastim 5 1.6 % - Filgrastim pegfilgrastimz. < 2% 5 0.23% > 95%
two-sided % #f % & % 0.15t00.63=% [12] -

Fpt o R FEHRE TR 2 7 ARE (Lday) > AR LA R R%KAIE -
tts Hp e 42 ¢ 0 @ e enduration of grade 4 neutropenia 'y #i®[12] o

s

B %= BA2T % v % 42 - pegfilgrastim = 2 T 5duration of grade 4
neutropeniaz 1.1 > 1.1% 1.0= - filgrastimi % 0.9 0.9 % 1.0% - @75 9
FL PR ARY 0 B (3 6 mg pedfilgrastime & X 3% < filgrastim) g
- 33duration of grade 4 neutropenia_ip & <~ (comparability) [12] -

$ - BARD ¥ e R Aee filgrastimz ;1848 (& p - =) e® =5 11511
112 10 - 5 7 FE % A3 B %8 £ 6 mg pegfilgrastimic 447§ W& % B 2 5
AR S Y ok o w B P E S 4 e (<=62kg 0 >62 to <=T71
kg »>71 kgto<=80 kg % >80 kg) 2 duration of grade 4 neutropenia s 4 » 3=
£ R RRALDE S PHT P ML LN S A JURWEL Y DA B

P? A7 e % A T 4% X prior chemotherapy2 5 4 7§ #ik fhduration of grade 4
neutropenia » & Ik 3 F L &8 ot pegfilgrastim £ filgrastim &2 »c3 £ &
[12]
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rp%’ ¢ ‘}i? I j:/)é" }ﬁ-_r, |z)»’? I%J 7 {L;&: ,:»ANC <0.5 x 109/L'}£ - g;‘m_
B >38.2°C -

- kAR

Pedfilgrastimi=2_7 & (9%) s + £ filgrastimiz2 11 & (15%) 5 * ¥ -
RARG E L Db Y e SR b R g, [12]

L -8 A

A G Aol G SR & B e 2 S0 s 10 2 (13%)
pegfilgrastim e s £ 4 2 [ef @ {49 s s > & & 5 4 - filgrastim e p
#15% (20%) & @ Tepd b S SRR VR S H A LA FEA
FTREFLE [12]-

7 3 E_pegfilgrastim = 2 filgrastim 2.2 « » & — 42 ¥ 42 FJANC >2.0 X
1092 ¢ =pFF 5 9% (p MR RBad < Bde) [12] -

Pegfilgrastim (5 + & % - J 42 ¢ ANC & & 5 ¢ pegfilgrastim )k & %
neutropeniafy & - 3 [12] -

Filgrastim ‘= £2 pegfilgrastim 2. # *% /3 &5 % 0i¢ * £ hospitalization
Bl 5 21%5217%% 31%718% » &2 Trf ¢ fhd s skl Cup £ R B 4
Fzo g% < Rap#[12]

3 i

Pedfilgrastimz_ % 24 (A3 2 F 2engf 4~ FfA, 3 ~ 9 5% 3 ficdp ek
%) % &filgrastim4p 7 - 79 ;pegfilgrastim,zgﬁﬂ:f};a A s 345% (57%) I
AwdRR UG A - KA A2 76 pfilgrastimie s 4 ¢ 0 Rl R 44 (58%)
koo TR A EREY GV A A TR E S @ 514 o Filgrastim i eh
- r:ffq A Fladult resplratory distress syndrome (ARDS) & 7 - - Zfilgrastim
oA ¥ = B Aedday 72 day 1685 IR A G B E A 2 2 (% X SARDS
AFEWALE T g) o lipegfllgrastlm = A B ¥ R 4E2 day 37

MIRPE D AT R (BAF 207G ) TAFHRFRREFAL 27 2
¥ EAFIR[12] -

A L% EF TR F D LFE L F R (37% pegfilgrastim;
42% filgrastim) - % #c 5 d=pest @ B2 ¥/ - 5 1% (pedfilgrastim) 2 8%
(filgrastim) 7 * § B 0% 7 o T # £ 2 pegfilgrastim 1 %f;\‘: b
MEpE R A B2 F2 TR TH - Ly 2R N ¥
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pegfilgrastims* filgrastimz 48 »& © #75 55 4 2 ANC te s (8 — 25 F A2/

+ %43 2 >1.0%10 /L [12] -

3.2 Blinded, randomized, multicenter study to evaluate single administration
pegfilgrastim once per cycle versus daily filgrastim as an adjunct to chemotherapy
in patients with high-risk stage Il or stage I11/1V breast cancer [14].

BE R R CEB AR R Y R ER LS HAE R ES
doxorubicin (60 mg/m?) % docetaxel (75 mg/m?) 4 i 7 #2.2_ high-risk (defined
by the investigator) stage Il or stage IlI/IV breast cancer=: * (+ **18# 2 4k
35 B W £ opedfilgrastim 2% & & p 5 & £ ofilgrastim- % > %
o 14 m}”‘ﬁ Aplrl il Kiﬁk} N %F' e R AN I (%,yﬂ central = -g‘h—k
EERE ) o - md T istH - & £ pedfilgrastim100 pg /kg 0 & £ ¥ -
&= p g 71 sfilgrastim 5 pg/kg [14] -

A A T filgrastim2 g 4 F 5 p 4 T 185 pghkg (k359 A
) oM R{s24 ) PREFTAKT Y A X FeE TG ESRE R R (ANC)
LR %0100 x 1091 0 fiE PFEH B KBRS A i § 14% (amaximum of
14 days) (& fé kw3 4 # ) e WL 4 iR pedfilgrastimz s 4 A& i A2
ik - X (V{24 pF) X H - A& £ pegfilgrastim100 pg/kgeg = 1 b o
i1 stpegfilgrastimis & p & & T ;3 8+ F# 2 $JANC »+ % :10.0 x 10%/L -

RO

_-j_.t:%tﬁ::}?,’f}.—ﬁ Ar - FAET F o Av; P e om0 (grade 4
neutropenia) ( %% % ANC <0.5 x 10%/L) P £ & ;

= & R oxdp k- (the secondary efficacy end points) :

»
>

I

AL ¥ ow oA %v""z:.w—gv’ Mo ow RS R e 1Y

W

N
&
I

FALL & v R ARend g ¢ LIk B Bk (depth of the

% Eastern Cooperative Oncology Group (ECOG) performance status -] *+ % *t 2 ; Chemotherapy naive
or adjuvant therapy only or only one chemotherapy regimen for metastatic disease; Absolute neutrophil

count >1.5 x 10%1; platelet count >100 x 10°/L; adequate hepatic and cardiac function.
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ANC nadir) -
recoveryz_ pE R 4 o 3B o

£ 2R

X rMaRTE e L B 4~ fA 2 (antibody formation) %
TRyl .

A

& * 95% two-sided 17 ¥ ¥ B i 3+ k 4 473 ‘e fsevere neutropeniaz £ £ > I
2 bootstrap resampling stratified 2. & 4§ 4 #% /2 3> & > 4-4fmean duration of
severe neutropenia » 95% two-sided 3 #f % R 2 + *T 5 <1x - P]pegfilgrastim
EAp AR 5 3 7 >Hfilgrastim o

PR @ 7310 BrEds o ¢ 0 154 ¢ 4 pegfilgrastim +156 ¢ 4% < filgrastim -
Pegfilgrastim .25 + T 35 & 3 50.9% (SD 11.7) % filgrastim 5 51.9%
(SD 11.51) » 5 * S8ci v A oo gM¥tH W & v F1%  (demographic factors) %

PR 0 B e g P AT R [14] -

S 3% (Efficacy)

Pegfilgrastim e # - # 422 % » w;; ® e w30 (grade 4 neutropenia)
FA XL LTT% » 45% - 37% % 45% > 4p g filgrastim 2.2 79% ~ 56% -~
60% and 55% (% =) % & %2 & % - % 4% 2 T ¥>duration of grade 4
neutropenia‘’y 4p i2[14] -

# = ~ £ % pegfilgrastim % 2 filgrastim e 2 % » .?w—%’ LA e RO )R e
v [14]

K A2 Filgrastim ‘& Pegfilgrastim

(cycle) A #c % X #ic % P
1 116 79% 114 77% >0.500
2 81 56% 63 45% 0.058
3 86 60% 51 37% <0.001
4 78 55% 62 45% 0.094
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TREY Y A RF RS HERE FLF A

rpﬂﬁ MG g SRR R L B 2 8 L ANC<05x 109112 3 ¢ VR E>
38.2°C -

¥ - miE

Pegfilgrastim2 11 & (7%) % * £ filgrastimz2_18 ¢ (12%) 5 * rd - R
Agoad Tehd fhd dsR e p B, () [14]

¥-I¥%e R
Pegfilgrastim .2 14 % (9%) 5 * £ filgrastim 2.2 27 % (18%) 5 * &R B in

T AR # A W‘Ié,’ Pide w IR e EEE (£ ) 2 ¢ pedfilgrastim
e filgrastim e [14] -

%= ~ &% pedfilgrastim &2 filgrastim 8 e @ 42 L SRR S & #
Y, # 4 ¥ [14]

Over

of 1to

Filgrastim % Pegfilgrastim = Diff ]
ifference in
) (n=147) (n=149) P E
95% CL* -
A i % A i %
-11.7 to
18 12% 11 7% -4.9 19 0.174
-16.8 to
course 27 18% 14 9% -9 11 0.029
LA

Pegfilgrastim 2= % 22 (A7 L% & 0f 4 Jafla) 8 3 % 3 Bdpc®)
% £ filgrastim 4p 07 [14] -

4 CL, confidence limit
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B R AR B

1. 4 £ <« CEDACZ% [£WPBAC s i£ 3k »]'Igt 2 ST
1.1 4 £ <~ CEDAC

ek < B REFFEAL R ¢ (CEDAC) i3k #pegfilgrastimip » &1 - 4 & i

5B F =P T2 45 (full manuscripts) e 4 ¥R ERK > T

pegfilgrastim 7 filgrastim * >t 3 % Fr4| + %52 F8 % @ %) (myelosuppressive

anti-neoplastic agents) 24 Bl R ?,—"Ff (non-myeloid malignancies) » # %

A anERis > BT RS

. e FHRY ZFrxis % (outcomes) * & f& filgrastim 3] 3] &5 =
(mortality) ~ G- 5 (hospitalization rates) ~ % £ B erg # 20 5 3Rk £
JE (serious neutropenia) ~ & $¢f 4t ui ok P Kfﬂ ZE A
(median time to recovery of absolute neutrophil count) ~ 4% =< - Bt F &
PR ey e Tefd fhd s 3R R & # 3 4E  (febrile neutropenia) ~
EA LA (rate of antibiotic use) ~ i & € 5% & (dose intensity of
chemotherapy) ~ = # % * J& (adverse reactions) %5 £ & °

\M J.,;-L

I &7 BrEpiRRERy > LY e BRRESFFRHFEL TP E - o E
#p @ B (in any single treatment cycle) » 2 # rvé‘ Pde o n IR RS E
# % (febrile neutropenia) 4 #cid 7 mﬁj B ELR o V- BY
W RERY TR pEZ- kT HIHF (any treatment cycle) » 2 4 WF;
Pl IR RE S B U A BB G M el F A R o 2 af
20 /I FEETF 4B IR EHPF (all 4 treatment cycles) > &7 F
F‘ﬁ’!;]rBFE’g‘_L_P N el r“gé’}i‘f”—“— T‘/ﬁ\‘ /ﬁir"z‘]?l%J mffi/\gt&)ii
b enkg ¥ £ B ¢ filgrastim o pegfilgrastim 4 &) 5 18% (27/147) 4- 9%
(14/149) (2-sided 95% CL —-16.8% to 1.1%; p=0.029) -

. 2 7% &% (quality of life) 1z 2 % R chpE Y (time to resolution of
fever) & iz widS%RdFL ¥ WARE -

1.2 ;#+PBAC
121 %+xp & - 2007 # 07 7

BT #& 2 ehdR £ (submission) ¥ 3 pegfilgrastim 7] 3 * st e 7

23/40



100CDRI10018 Neulasta

anthracycline #fisf * ke R 22 4 & % 7 B ap 4 (low-grade
Non-Hodgkin’s lymphoma, NHL) 2_4= %3¢ f# (primary prophylaxis) i 35!
f’&“’ﬁ‘, vl o IR U R B & o

1.2.2 PBACHE % fi F tede < ez 2 ¢ g it pedfilgrastimi® 5 <& 2L 2 & < 3
z :@’ﬁﬁ A (low grade NHL) ¢4~ %35 > 222 5 & X IF 1 io Rk s A L A
K7 A ¥ ok (effectiveness) » T 220l G FX TP Infr s 4 3 AR 007

ST EE R

1.2.3 PBAC*+2008# 11 " a3F £ @ » 23k {x * pegfilgrastim*+ T 3% = fludarabine
cyclophosphamide (FC) in B 2 B 42k = 129 & 5 (CLL) 5+ - 155 v%’ S
éiﬁﬁ*ﬁﬁﬁéyﬁiﬁﬂﬁéiﬂ%*ﬁii&ﬁﬁj°

124 PBAC#:2011#3" chg sk ® - { i&— # Jc§ pegfilgrastim2 filgrastim>+ F=3
X BEACOPP it Jf sHodgkin Diseasess + > # Pg Pe IR U RS HBE
2_ 4= % 3g I# | ( BEACOPP ¢ 3= bleomycin - etoposide -~ doxorubicin -
cyclophosphamide ~ vincristine ~ procarbazine{-prednisone ) - PBAC 2k ** §
ZREVEL DD AF B o

2. %2011 » M BREAT T 2 ioR P € (EORTC) # £ F B 18 55 (5973l 4
LT RS GRS E R LIRS g

QLA BRI~ 5 ¢ R BB IRA RS T 4 5 pedfilgrastim
e 4 Ap g3t 2 filgrastim o g A o v%’ PMe ow IRAE LR A R B
REY - BERNEE T AENF PP ELR o

223k 0 "V?{ PoMe IR SRS B g 4 a3 (decrease in the rates of
febrile neutropenia) & & 4" ehf-4 ;#% (the original trials) &% 7 & 43 9
powerk =iz FLH FEE G EHFLE o Ft o 4 r“%’ L AR ) S 3
EHEBFME ) B4 Tl & 247 (meta-analysis) @ & - ) TG it iR SR #ic
Fx 0 BLE 4 47 ek 5 B o pedfilgrastim gt filgrastimz. i 5 % v % o =i 4p
kb *% (pooled RR) % 0.64 (95%CIl, 0.43 t0 0.97) -

3. Cooper¥ + £2011+#97 4 % £-§tsolid tumours 2 lymphomaz. = £ 5 + > i& {7
it & 5% 15 & * G-CSFs (pegfilgrastim ~ filgrastim 2t lenograstim) 3% *% i< rv—%’
Pl o IR R & BB E | g s (effectiveness) iE (T Lk AL ;F‘Je ¥ BE %
KA T EEAeT

31 #13 NG-CSF Ag ¥ " i Tef v by & ZhiR ok & B g%, chif 2 5
(incidence) - relative risks vs. no primary G-CSF prophylaxis:
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I.  Pegfilgrastim: 0.30 (95% CI: 0.14 to 0.65);
Il.  Filgrastim: 0.57 (95% CI: 0.48 to 0.69);
I1l. Lenograstim: 0.62 (95% CI: 0.44 to 0.88).

R A 3 0 47 %30 7 454 G-CSF (primary G-CSF prophylaxis) £ & % 4-
3g 7 G-CSF (no primary G-CSF prophylaxis) =t & » H rv;‘a’ ¢ode w3k
LoE & E g E | dorelative risk % 0.51 (95% Cl: 0.41 to 0.62) -

3.2 Pegfilgrastim¢ filgrastim & 4% - f ik i85 3 1 B > & Fv%’ LI -
JEE BEE) 284 FI0e o e pegfilgrastim e & ¥ 14
H relative risk % 0.66 (95% CI: 0.44 t0 0.98) -

% filgrastim & »

4. Pegfilgrastim &3 + A1%E4 A %> R 0 % = 8 hfesk Rk ¢ 2 filgrastimie 7
o A RS ehd & ocdp iR (primary endpoint) #2 5 ki ¢ o BE g o
Moo 5 kRS (ANC<500/mm®) i 4 = #c o & % - ¥ — 4 pegfilgrastim
(100meg/kg/cycle = 6mg/cycle) ¢ filgrastim (5 mcg/kg/day) # i & F; »cdp ik %
L& i 5&;&;%‘ Poie w 3RS e 2 FAp g o 2@ o pegfilgrastim e

B '—V‘F,*t‘ Mo R R CEEEFE ) 2 FAF I REDER
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I ~EREREE (F2Rv L)

% i 2 p

4 £« CADTH 2004 & 10

;84 PBAC 2007 & 7 % » 2008 & 11 *
# B NICE &

®F SMC 2003 £ 10 *

NHSEED 7 & 2007-2010 & » ¥ 8 £ 7 5

(=) 4 & < [17]

4 £ + CEDAC

200447 » 4v £ <~ CEDACA | ¢ 223k pedfilgrastim » * 214 &gf s
R A 3 oaldeat £ 319 ¢ 29 i 3R - i (prolonged neutropenia) 2. 4 &
Pl PR B o R [17] o

EEAGTR 2 oo 4 £ < CEDACAK R ¢35 ¢ d 30t o gfilgrastimen; s &
PG RAMEE FR) Sop A~ TREREE el Mo filgrastimeng *
SRR A E DN AR R o

Fxm = o CEDACZ f ¢ 2 % pegfilgrastimengs 3 ﬁi@,? it 3 *filgrastim ; 7
wgpegfilgrastimag v & & 7 >4 T filgrastimevi st * | 440 (filgrastim
2% FE P A ISR R AL A811A ) 0 X n TR RN Pk
B )= }ﬁ_m;ﬁa Ay o pedfilgrastimeng * # g 4p & & filgrastimen g # o

(=) ®M[18-20]

B PBAC 2003 & 2% 1 p > o] = denfh# b (2 filgrastim 4p v ) >
4" pedfilgrastim > Hi§ R filgrastim 4p e o

B PBAC»+ 2007 # 7 7 -2 3k " pedfilgrastim * »* 4% ¢ 7 anthracycline
BEiphk > xR 2L A &£ M7 B op 4 (low-grade Non-Hodgkin’s
lymphoma - NHL) 2 4= »3gF# (primary prophylaxis) » fc 32 d & @ 4= &iffF
* pegfilgrastim £2 ;2 3¢ i (no prophylaxis)fp - » 2 & = ~2x 3 (3gF 1 = febrile
neutropenia =3 = A 2% vt f@ 4+t 15,000~45,000 ;£ ) o

PBAC »+ 2008 # 11 # hag 4. @ » 223k Jc§* pegfilgrastim ¢ M # % fludarabine
% cyclophosphamide(FC) /s 2 B itk = 29 o :}?a(CLL):;’;*7 Ao (A v%’ LT e IR
SRE R SR FE S Y R L TR 0 B 2 TRCe
FRAEH T e o 2 el iR Y 0 o R FCia CLL & & 40k ¥
B AE AT B BT F{ BF)F TR R BIF e A~ (Y 'ﬁ—
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% i 4 4t pegfilgrastim ¥ ¢ 3% 1 AR AR 2 ) o

PBAC »+ 2008 & tdr & @ » 7] 4 pedfilgrastim 2. @ Je§b i@ * 48 4ot =

¥ 7t PBAC %2011 & 3 7 g k¥ » { i€ ¥ Jc§* pegfilgrastim % filgrastim
s> T H < BEACOPP i 3 7 Hodgkin Dlsease I H v” P n IR REE
w2 4~ %3517 | (BEACOPP ¢ 3% bleomycin ~ etop03|de doxorubicin -
cyclophosphamide ~ vincristine ~ procarbazine {= prednisone ) - PBAC £t &k 7
For2 m R AsnF b ojad pazik o (CDE 3t gt 04 a2 2% W53t PBAC 2k
b dEEgz HTAHZ)

(=)

% ® NICE
CDE * # ® NICE % :: + © 4 % 7| pegfilgrastim 4p b 2 HTA 4% 2

# R SMC

# ) SMC *+ 2003 # 10 7 s8R £ ¢ 3k jcd pegfilgrastim ¢ T 4 2
Lo 2 II% Lo % l‘jé.i"?,’r\?,v‘j?‘; - v—i’\:‘ Moo d RS g ahpER o 3 %% fﬁv—gﬂ M g
bR A o e e f; LL ‘b » SMC 32 5 pedfilgrastim = i it i@ * — =t
Sl fhp 42 FRE AR ARG S ([28] - (MRS fEAERAEL)

(z) #

NHSEED F# &
CDE ** NHSEED FT#L R ¥ » x % j& 12 § pedfilgrastim #p b 2 53T 5 4
2o HP BRFHNAIY o REP TR RALT (RBFLAETEE)-

2007 & [29]

* A 7 ¥ 31 pegfilgrastim * >t 3% taxane/platinum-based it g 2. b A 9 5
T 4o AR R Y MR & Iiiz)é‘ Sk & % ra (febrile neutropenia,
FN) z_ = &2 T,%A}ﬁ (2R)-

A drER AR A TR 0 £ 4% 10,000 %45 taxane/platinum-based
Z PRI SRE A o v R = (D) FNSERGREAFFHEL > 27
% G-CSF;(2) “iF A 5% “ 3 G-CSF (4~ %if B ) (3) A & 4
FN 5% i fapf > £ S8 M ELd G-CSF (&3l ) A% #E T = 1 (1)
Tiah e (FN A s 5%) 5 (2) & h*%*%%¥ (FN s 16%) o

PRy R BT A T3oh g A % G-CSF B4 & 0 & HK 2860
Az FN Bfe(F - F Linop ) o K BFfl ¢ "5 M 141 A= FN fife (PtAz? @ %
G-CSF) » #3flF - B Afxi-} 76,288 % & - 4~ B 3f 7 »a% 4 » ¥ ' 4 1,689

27/40



100CDRI10018 Neulasta

A2 FN d@fr (w422 & % G-CSF) » # - A2 fnicf 47343 % £ - @ B3

b'GEFE O A BIEP AR @ % G-CSF 2 %I > A E G 2 H B TR o
fEf it s @ T ioh s RE > # ¥ pedfilgrastim # § »2' i1 FN ERa

Feo RTCFREF P B R 'GEE A BIEF & ¥ pedfilgrastim Ere- 7 & =

T RN LT

2008 & [30]

AETFEF =K K (1) noG-CSF ;5 (2) it ts ¢ * filgrastim 7-12
% 5(3)F - i~k H @ * pegfilgrastim 35 f# i F (& FN s A 2%z - (CDE
i 1 A7 7 pedfilgrastim = & 5 2,603 £ £ - filgrastim = #| 5 282 % £ )

AP AVRESEN SR (T s GRS P Eingk) &2 - B A i L
B 2 H A BB ERFRI AL A AFE R RFEFY wn ko
BFRSA AL RSN T L ?‘),%’%“ B o

7 % 5% kgor - pedfilgrastim v ¥ b fE75 % (no G-CSF 2 filgrastim) it i
oo Z MBI AR P k4T 1 (1) noG-CSF : 4,203 £ £ ~ 12.361 5
2 Fp 5 (2) filgrastim : 5,264 # £ ~ 12,698 = F i 2 &P & (3)
pegfilgrastim @ 3,058 % £ ~ 12.967 & F L 2 /&P o

R Rd A Ak otk azEp ks TIp i * pedfilgrastim
FHBRE R AE BT EE A o

2009 &
Danova # % &%= 5 [31]

AFE GRS IR K% (1) filgrastim - 6 = 5 (2) pegfilgrastim #* + %
X 1'Jﬁv—"+ﬁﬁi‘*-‘/§'v-‘ffii A TR RS B 18 FN eha AskF (A2 BTER ) o AFE Y @
PR A TR (AT 0 g 4 4 FN ek g =209 -

AT BT AR B2 B3k T o i@ % pedfilgrastim + i * filgrastim -
6% @& XArE > A RS A% s pegfilgrastim 3,078 5t~ ~ 16.47 &
#1532 5§ fen 4 £ # ; filgrastim 3,033 & = ~ 16.35 & & ~ 15.22 &
it 4 75 & o pegfilgrastim +* filgrastim =7 ICER i % @ 409 % ~/4 % & ~ 429 g =~/
R A EE AR RAVEEET PSR FRg S FN g b &
B AR S FRAORR  FEGITR Y DRE 2 R RAE 0 R
Ao e eEgR B AT o pegfilgrastim v £55 & & A E h (ICER % -]
* 50,000 g ~/4 F &) o

B & AP B g T o % pedfilgrastim 4- s TR T e L B &%
P OREER TR § L BE AR AHER) Y filgrastim 1 % i 0 pegfilgrastim 2 f%
% o fe 4473 % pegfilgrastim ¢ ICER 7 4% 50,000 % ~ /& f fe i 4 i & o

Liu & « & 7 [32]
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ARG AR AR S AR ¢ HX 1 1 ¢ * pegfilgrastimé filgrastim4- s
FEPFNehS Ao g (EH) o

AEF UL AR AEAEFAY o A E T = 0 (1) BX
pegfilgrastim fllgrastlmﬁFN’;\ ARETF AR (2) B2k pegfilgrastim#?
filgrastim¥-FNAp B 5 = 5 3 3 +c 7 F 0 5 (additional differential impact) ; (3)
1Bk pegfilgrastim fllgrastlmijL J e4p B & £ 8 & (relative dose intensity, RDI)
EHEHGFERE G R AT R e f&@%‘fﬁg%‘rx«lﬁa AEFE LR B
R AL = #p 0 455k 4 > H o 4 FNenh *& =20% - 157 r’ﬁﬁig?] ~ %8s 7 FN

k% ~FN# 35>~ ~RDI-RDIfH &2 FEE T B E TR
FRFREZ B Rk o F AR R 2 2%%%" FEpaRCsi)F ~ FNAp M iz
EEFRER -

2% !pegfilgrastim+t i * 11 = filgrastim’g 4 (3,196 4% vs. 4,315% 4 ) o
B ()P o pedfilgrastimit & * 6% filgrastim > & % 4. - BFNF - 3 42003%
o8 F 1% FNR & F -7 4288 R Q)7 pegfllgrastlm?1 % ¥ ©0.055
T E(LYGs)0.052 5 F i 2 =& (QALY) » 1 > F  w44leE s (31967 &
vs. 2,754 4% ) » ICERE ;; 8, 075&(’&%/LYGEV 8,526/&.”&%QALY o B (3) 0 F
+ 8975 G-CSFenBE ] 5 P5 > ICERE % 5 3,955 £ /LYG 4,161 £ /QALY -
3 % % $6 = filgrastim 22 pegfilgrastimerfp HHFN R & Soac g (X #2588+ ) -

B et 2 45 ¢ o pedfilgrastimyt @ * 11 erfilgrastim i &4 - pegfilgrastim
e * 6% efilgrastim - H ICER & 2. 4,161~8,526 % 45 /QALY » s A2 m R § * «fF
EAEARF F Flee Ept kBT o vt Afilgrastim o i@ * pegdfilgrastim® s = & = &
P FE o
Lyman £ X &%= 3 [33]

g vk gpegfilgrastimez 6% 2 filgrastim > # 3% BErg it R 2
aggressive non-Hodgkin's Iymphoma.f?%j Lens A E (ABIEHB 0 FR) o

MY LR e A chz B - R A ek A0 0 WS
gﬁ;%;\ A~ FN2Z T %% 2 ENT '3 470 i = B4 By d ?%)% f& FE §
wlchp T CERIN EFARRE RA T

2% :pedfilgrastim+* 426 = filgrastim » = g - BFNF = "?F’?’ 2,167% & - £ 4c
F FEBEN# T3 4 20 75 75 4% e 0 pedfilgrastimyt 426 = filgrastim - # ICER & % 5,532
% £/LYG#6,190% £/QALY gained - & ¥ B iF i* K (optimized chemotherapy)m
Hethdim— H4H B HICERE 51,494% £/LYGX1,677% £/QALY gained -

Bk L YRR B4 1 B 2 aggressive non-Hodgkin's Iymphomarlf% Ao =
B 3p 7 & * pegfilgrastim > v 426 % 2 filgrastim > £_f% & = A3 g o 77 "] #

74~ 2 & % G-CSF& "% MFN#E 3% 7> = ihE &35 > 2 RDIZ R p ¢ 5 @R o

#E MR e

:EE%
"

’
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Lyman % % gw= 3 [34]

ARG DR A X At R 18 0 @@ ¥ pegfilgrastim £
filgrastim4= = Fg I FNe A2z 3 (2 K)

AT RERE e A h g E - A SRR AR AT R E R
FRo= A~ FNZ T ~ ENT R ari iensr = gk > AT S FAR R AT

A% ¢ pedfilgrastimit & * 11 erfilgrastim g 48 2 »c % 45 (kR4 )
pegfilgrastimit i¢ * 6 «ffilgrastim > = 3¢ 7 — BFNF =% 12,904% & o £ 4c F 3f
FPEN#TH 4 275 8 4 e > # ICERTE 5 31,511 % £/QALY gained - § J * 3% < 2
8 i it B (optimal chemotherapy)p# » # ICER & % 14,415 % £ /QALY gained -

S L AR R A g *“a‘%wi TR R 2 S B IR L A
&?g F# i * pegfilgrastim > 11 = 2_filgrastim 4 & ; +* 6% 2 filgrastim# & = & »%
Ramsey % A &%= 3 [35]

AR IR R O 2 B S I TR 4 0 & * pedfilgrastim 4
e sIEr (B2 FNT 28Ry ) hd a2cd (2H) -

AP EEE R A ch B E - R A SRR AT AT 2 E
%:}ﬁ‘ = A~ FN2 T % 2 ENT " AR e 2 B % ey d %5:1%:?‘)?%_‘ EE T
wlchp T CERIN BT RA T

%% pegfilgrastimz 4~ %3¢ 7 v+ 1 pegfilgrastimz =c s 3f 17 » & 3g 17 - BFN
% -7 48,000% & o f 4c } 3§PﬁFNb’L'ri'§{ dv2 g E ¥ e B ICERE 5 110,000 £
/ILYG: 116,000% £/QALY gained o 3 554 47 B = mﬂ% FNig = et = 4
BAREF TR MNP SR R 2 A L ETENE L o

B AR BARG O Y R W R s A A B i % pedfilgrastimenst A g
TR T AR RN H R Y i B in R o ST & {5 G-CSFEbp X mi
BEHFEDPMET KER -

2010 # [36]

AR AR R S B S R 4 0 % pedfilgrastim 2 filgrastim (6= 2
11% ) FFFFNz & K225 (%355 HF > E) o

A G AR R B R AT RO T Aok A2 2 ko
oo WAl A A BERHT A AR E D (L) FNg2 %5 (2) FN
AR v = 5 (3) 1k r4p MR £ 5 A (relative dose intensity, RDI)# 3k z_ £ #)
ERCEEE S

A% @ Bk pegfilgrastimit 11 = sofilgrastim FN% 24 b & "% i€5.5% e
T » pegfilgrastim¥ 7§ 2,229%c ~ ; ¥>*RDI¥ 5k 2_ & #) 73 7% 2% » pedfilgrastim+
% JE 1#0.039QALY - B3k pedfilgrastimrt 6 = sfilgrastim FN# 24 b *% " 410.5%
TR T o #RDIE R 20 £ #P 3 % 2% o pegfilgrastim 2. ICER & % 17,165% ~/LYG
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% 18,324% ~/QALY (3 +:0.074QALYs) -
B AR 5 AR 4 40 B3R @ pegfilgrastimit 11% sfilgrastim
48 0 63X efilgrastimid & & A E o

= \;\'.[;q_tii’#.t}_

CORAESE =£ E8:5 ¥ 3

CDE # & 1 filgrastim % 5 & &2 11§ 53 % F13 55 E &0t fads%
(head-to-head comparison) » i * % #& 4p iz > * filgrastim % p = B p G-CSF ¥

REERAZ AR

(Z) * Gl A HE P & Ao

BEARE e v RE W HTASR R ¥ % § el h Bt ik &= M4 Seh
Ao bEARTR L. 23 2 RO E R i Bl K M HTA SR
EREE NP TF RS 2 TR S T
Ra o 8 NHSEED FHE ¢ #0F 3| cnigidgTi 2 sz vk 5 RgoT A g
e Ay (FFF ¥ ikt i & &t s filgrastim 24 & 52 47 B 3p Bt =t &
) o B OREIRET S A F
(1) A1 5 R
(2) & 8 5%
(3) aggressive non-Hodgkin's lymphoma

(2) Bpi#

ot w2 FN b e & i R Az~ B ER BRI G M o T kE
WA 2B RERA[IT] 5 B DN LR G NI A R R - B R
FA > R A B R LR R REHE DR (kG RopaEE L L) - CDE
TR BT 5B N AR B i (Fom 8 R

PR MY SRR T R HE MR L R OB i o AL PN
e d Bt A R R R & B R M AR LR ko R R E G
§okogp 0 B ERAEGE 19 % 0 AT R 4 R BT E 108 1
g»gg.piaﬁ%;}}% Lt #iT L 85 X [37] - fir,i%ﬁ:);f ?’:"g: S E-MET I R WY
Sl FN ARt g B ¥ 59 i (37,591 2 &) » 20 5k~ % (19,061
£4) 2 AR (12302% %) -

FEF FN # * e G-CSF > 1345 it i/ & i F 4L 420 1 2008~2010 # s & &
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2ES 48R~ B¢ R % E A< A &5 FILGRASTIM /1 44| 300UG » =
2 A & i GRANOCYTE 250 -

PRk 4 &t 8 G-CSF» & 55 4 » it iRt o » s 2 v G-CSF i B

R féﬁ’*%%yh»wwdwﬁwﬂ\e%ir%fﬁ.wﬂz162 A
A AR EGHGY ¥R 5 1200% 2 P4 7178 % 507 & o CDE 325 &
g’:;b%»m'w-ﬁﬁ Pt g
Lo A fefo 3 el B @R B &3 ke LN T sy s v <

#ho Ao ’rdxg;mﬁr@;im—g A gs T ¥ FEN e DA Ti | o

TRAST BN T a5 | o B XS % A BRiEg

r’i—ﬁﬁﬁ"’?;‘_l B o

R PF RFARAGASFATESARY L L 6H 0 LT AIAFTR KR

dREY AR B MEATE > F ﬂ‘w\%fi # 2 FILGRASTIM #p
i ® ,..%:xfjfl_%]gi?lﬁ,ﬁ G-CSF 4l » B & 513 \Eﬂzérﬁlﬁjﬁi‘fﬁ Lo Rm o
FAEEMFN O T35 ) > PIE ARG ip s 7B (4 20 S8 FN
TR Tk L CDE &2 & & » K@ % TEN 4~ 53f 17 | dpdis el )

C o R ARNER R

1 #de Bz E]fﬁHTAiﬁiéﬂ’ SRR A S md 2L REA S
K273 o AT R A é”ﬁ%}’am*‘*’ﬂimﬁoﬁ’fo‘}grﬁ'g’_—_E]\HTA
FLRE DR AR HARE Y & filgrastim 4p 2 > BT fedo] S A A #H
ERAT A

2. NHSEED FHE &4 &8 | EAGTRE ~ 5 87 ASahig ¥ g% F & & Aok
F (T 7k i k&g filgrastim & & 520 4 B TR A W S B TRE ) o

3. BMBEESG o dNRFY FAEL D EATE %w\)%‘%i?f*”'*’
FILGRASTIM #p iz » ¥ !‘I‘I%Fﬂ‘*’ﬁf‘r G-CSF 4pF » P A& 513 = 2. B4 53 fir
FEHT e Ra o FARECTEN e T4 %3 p | 0 BIE M08 R4p
AR

A
*
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e [1]
% 4% & kisfk 4+ Hematological drugs
401 ¥ ek Hematopoietic agents
401025 G-CSF (filgrastim inj 4= Filgrastim ; lenograstim inj 4- Granocyte ) (85/10/1)
(93/4/1) (96/1/1) :
1o =
Q) * o izlmie s f_ﬁ_g—'ﬁ o
(2) &R EEARERIFLMFIRE -
(3) AR M0 T g (F 9 o Sl 0 2 1000/cumm o 2 ¢
e & 3% (ANC) > =+t 500/cumm) °
(@) 26 EHApEE R FoRE 0§ EF L5 &> 1000/cumm -
£ ¢ i £ 3k (ANC) -3+ 500/cumm % - T @& % o (96/1/1)
(G) TAELZ AR Pa A RERAPRY - 27 @B LHH A LR
# % (86/9/1) -
(6) B o WP e LR 2 Y Mo & 3k 3 100/cumm ~ Bk
PREH L AR S ET RBSRPEREE R F RS 2
E# -
(7) $h At # i ? LEkE (MDS) dup 4 0 F FRE e fe woap
# 1 (ANC<500/cumm) @ 3 A pF > ¥ B e Eid * G-CSF» & % & ¢
R A RERY o
(8) i ipitim b —F i f WA B we it > BN R T 2
4~5 p B 454 T i3 s+ G-CSF > H A% 5 10pg /KG/day »
20 E;%»&rfr = T4z 1F 4000/cumm > & ¢ 49 & 3R4g:E 2000/cumm BF o R T in & o
MEFEE R A BRAF BE Tk PR, 2T RS L E 2 s

B FVAF LRI O P TR e a2 - RE O F IV RAFLIRE P BT

EPpFE s Fo LAY My R RERRE o TRIEE .
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%4k = ~ PBAC £ 3% pedfilgrastim ¥ i #* p=%[19]

For use in a patient undergoing induction and consolidation therapy for acute
myeloid leukaemia;

A patient with breast cancer receiving standard dose adjuvant chemotherapy who
have had a prior episode of febrile neutropenia or prolonged severe neutropenia
(neutrophil count of less than 1,000 million cells per litre), and for whom there is
clinical justification for wishing to continue therapy with the same drug combination,
dosage and treatment schedule, and for whom a good response to treatment is
anticipated providing chemotherapy can be delivered as planned,;

A patient receiving chemotherapy for B-cell chronic lymphocytic leukaemia with
fludarabine and cyclophosphamide who has had a prior episode of febrile
neutropenia or prolonged severe neutropenia (neutrophil count of less than 1,000
million cells per litre), and for whom there is clinical justification for wishing to
continue therapy with the same drug combination, dosage and treatment schedule,
and for whom a good response to treatment is anticipated providing chemotherapy
can be delivered as planned.

A patient receiving first-line chemotherapy for Hodgkin's disease who have had a
prior episode of febrile neutropenia or prolonged severe neutropenia (neutrophil
count of less than 1,000 million cells per litre), and for whom there is clinical
justification for wishing to continue therapy with the same drug combination,
dosage and treatment schedule, and for whom a good response to treatment is
anticipated providing chemotherapy can be delivered as planned;

A patient receiving chemotherapy for myeloma who have had a prior episode of
febrile neutropenia, and for whom there is clinical justification for wishing to
continue therapy with the same drug combination, dosage and treatment schedule,
and for whom a good response to treatment is anticipated providing
chemotherapy can be delivered as planned

Section 100 Highly Specialised Drugs Program

Private hospital authority required

A patient being treated with aggressive chemotherapy with the intention of
achieving a cure or substantial remission in:

(a) acute lymphoblastic leukaemia; or

(b) breast cancer (adjuvant chemotherapy with docetaxel in combination with an

anthracycline and cyclophosphamide); or

(c) germ cell tumours; or

(d) infants and children with CNS tumours; or

(e) neuroblastoma; or

(FHnon-Hodgkin lymphoma (aggressive grades; or low grade receiving an
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anthracycline-containing regimen); or
(9) relapsed Hodgkin disease; or
(h) sarcoma.
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# 1 ~ Pegfilgrastim £ filgrastim 2 ® #&\* & igk 2~ 7 [8, 12-16]
=3 o R B n Z 2% E FN v 4 5 n (%) p
Daily sc injection of 5 ug/kg filgrastim starting on day 2 for up to
Phase 111 > Filgrastim 149 ) o ) 27 (18)
14 days or until ANC reached 10x10°/L post nadir
RCT-» DB i % (Breast) 0 - 029
Single sc injection of pegfilgrastim 100 ug/kg on day 2 of each
[14] Pegfilgrastim 147 14 (9)
cycle
Daily sc injection of 5 ug/kg filgrastim starting on day 2 for up to
Filgrastim 25 ] 0 ) 2(12)
Phase I1 » 14 d or until ANC reached 10x10°%L post nadir
RCT » DF U 7% (Breast) NS
) ) Single sc injection of pegfilgrastim 100 ug/kg on day 2 of each
[13] Pegfilgrastim 46 5(11)
cycle
Phase 111 » Daily sc injection of 5 ug/kg filgrastim starting on day 2 for up to
Filgrastim 75 ] 0 ] 15 (20)
RCT > DB ' % (Breast) 14 d or until ANC reached 10 x10°/L post nadir NR
[12] Pegfilgrastim 77 Single sc injection of pegfilgrastim 6mg on day 2 of each cycle 10 (13)
Daily sc injection of 5 ug/kg filgrastim starting on day 2 for up to
Phase 11 » Filgrastim 33 0 ) 19
14 d or until ANC reached 10x10°/L post nadir
RCT > OL Lymphoma NR
) ) A single sc injection of pegfilgrastim 100ug/kg on day 2 of each
[15] Pegfilgrastim 33 21
cycle
Phase Il » Daily sc injection of 5 ug/kg filgrastim starting on day 2 for up to
Filgrastim 13 0 ) 1(8)
RCT » 14 d or until ANC reached 10x10°/L post nadir
NHL NS
OL - DF
[16] Pegfilgrastim 13 | Scinjection of pegfilgrastim 100 ug/kg on day 2 of each cycle 0 (0)

40/40






