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J&T D NI IR AT ICHE D, RS &R SR Ko T2 BT L, Av
52 EDTEDIRMEITAIICARN, ZTDTD B LWEFBAIITEA S
NOZENRBBETHDLLEERD,

(BEEEHEMLIZONT)
A EE HK N cabazitaxel (X, F—1 v XA FA DENLH L 10-7 7 & F
NNy BF N 2R E T 5 Eba Y GEEIR) TH S, invitro 2k
WTREZXENLVERBEDOT 2—7 U »OESEEEH KON ZE
LV (RIEF RN ERESIHIER) 2R3 2 39 RILEWTH
D, LTOEERABR T 7 vy A VEHT 5,
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BZAMEDRESEE T VBN T, JRWHUEEE A7 V2R,
cReXFEALEARY | cabazitaxel [XMIEMMBEIM 2 @R T 5720, B O
SHENZ U 7RI LT, FEZX AL L0 HWEEERT,
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KIE | BFe4 (dE%4) | JEVTANA (cabazitaxel) Injection, 60 mg/1.5
mL, for intravenous infusion (sanofi-aventis
U.S.#)
Zhae - R R XL a2ELralaREDH 5K VE
> HRPTME R R M AT L B
AL - R HRTVH FE L E LT 25mg,/ m? (1K i)
7L R=> 1 10mg#E HE &G L& OFH
T 3ERMIMNET 1R ST 5,
fii &
Be[E | lGE4 (22%4) | JEVTANA 60 mg concentrate and solvent for
solution for infusion  (sanofi-aventis f1:)
Bhee - B NEZ XL 2ELHHEREDH 2 R LE
>R HTME AR R M AT L e
i - & BNV R FELE LT 25mg,/ m? (K FE)
7L R=YrboniErr F=ynr
10mg i AR 05 & oG < 3 EM R T
1R R EES 5,
fifi %
ME | BGE4 (d22%4) | JEVTANA 60 mg concentrate and solvent for
solution for infusion  (sanofi-aventis ft)
Zhae - R R XL a2ELRRRED® 5K VE
> HRPTME R R M AT L B
AL - R HRTVH RN E LT 25mg,/ m? (1K i)
7L R=Y bbb niE T F=ynr
10mg H A O &5 & o T 3 HE R T
1R R EES D,
fifi %
AE | BFe4 (d6%4) | JEVTANA 60 mg concentrate and solvent for
solution for infusion  (sanofi-aventis 1)
Bhee - B NE XX L2ELHHEREDH 2 R LE
>R HUME AR M AT S e
i - & BNV K FELE LT 25mg,/ m? (K FE)
7LV R=YrboniErr F=ynr
10mg i AR 05 & o fFH < 3 EM R T
1 RS E T 5,
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3. HENRFITHRLENINADRFIILHER - KEFIZHONT
(1) BWAERACHEGEAR, EWBERABRE TR D ARIEE L TOHREIRN

<SCHRBR R 715 (R AR I 55) | BRSRMRGE R, SCHR + Bl 5 oD 338 i BE O A 55 >
1) K EH o [E 7 A FT (National Institutes of Health: NIH) ® U.S. National Library
of medicine® k7 — # ~X— ZPub Med (http://www.ncbi.nlm.nih.gov/pubmed) % H
WRRER LT,

1. [cabazitaxel] or [XRP6258] or [Jevtana]

Result 60

2. [cabazitaxel] or [XRP6258] or [Jevtanal

Limits : Randomized Controlled Trials

Result 1

3. [cabazitaxel] or [XRP6258] or [Jevtanal

Limits : Humans

Result 28

4. [cabazitaxel] or [XRP6258] or [Jevtanal

Limits : Review

Result 8

<EAMT I 1T D fifh R AR >

1) HIMFRAE : EFC6193 (TROPIC)

ReEXXELZEL LA THER S LIIRERICHE L2 A LVE RIS HEEB M
HINJIRHE &2 Xf 5 & L. cabazitaxel 25 mg/m2 3 #EMRBREHK G LT L K=Y U OfH L
FeHr by 3EBFRERGSERT L F=Y U2+ 27 o2 o(b, IEEH. £
a3 A FR 2 e L 7o, SRBROMIKES L O ROEHN Z LT ITRT,

<IRBRE >

WeER I - cabazitaxel

Beh&E 25 mg/m2 % 3 (Day 1) TEREXOT L K=Y 2 10 mg ZE#HHF O &K
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B (ZFV =y yRMEATERVWETIEIT L F=yrrofHEzR05)

B 555 1 R T TRARN # 5-

WEHIM - BB OHEIT, T, ZTTANEWEELNRLOSND E T, HDWIEERK 10 A
7 v (3HER/ YA 7, 30 HM)

BIEWIRE . K H L WVITRBROT v b AT LT

XIREHE : I hEY by

BhHE: 12mg/m?2% 3 HEMMEE (Dayl) THERHEAVRTL =Y 2 10mg ZE#HH KO &
H (V=Y URMEHTERVWETIEIT L R=yrn O HERD 5)

B 5515 0 15~30 43 1 THEARMN ¢ 5-

< K>

BT RNC, #BRE O XEIC L DAE LSk, AR, BHyEiMmda, ECOG PS, #i
B, MK FRBRA, WiEermE IF, &, 8, EEAIA—F2—%), 7A A
Tu Ul AERHE (LVEF), LEX (ECG), PSAE, Y > F 777 4—, EHEO
R, IR AN (present pain intensity (PPI) A = 7], SEJE AL AR (887 3K
Za7 (AS)) MUOHEERAEFRG (SAE) 2227V —=27F5, A7V —=2 7
ATV, A AN LML HR% . 5 % cabazitaxel 3 MRS + 7L K=Y &
53t (CBZ+PRED) X h¥¥ > br v 3 HEMEES + 7L K=Y &5 (MTX
+PRED) OWF I 1% 1 OFEIGTT v &4 LZH Y 5, RECIST 12 & % Il E Al 6E
WEOHRE (b %t 72L), ECOGPS (0 Xix 1x%xt2) #EHIKTELT2REHUTEIATT
Do Haggk N OG- EIT T O AR & RS 5 72 DICER B EE 0D,

PUEIZ AR IT, XR—A T4 2B Tay (W, @, §#%) o CT Xt MRI, F¥
YFITTT 4K CEHMT D, BT T T o — LA ORI, R A 7 v (2,
4, 6. 8, 10 A 7 V) O TEE, WAOEITHEDLNTGE KRG T/HIERIC,
[ — DRl FETHOR LT Y B Y F 7T 7 4 — X BERMICIREN R o5 E 12D &
179, PSA HIE LERIMIT 2BV TR—Z T A D%, FE LR CTEY
ATV, S BICIHBOMEIT R R DN TG E R O 554 T/ IERFIZAT 9,

B OMEITHREER I N DTSR Z ik L7 g5 (o3t LT, CT/MRI I X % FE 5 AT %
BEFREDORAO 6 » AMITHBOET UIMIBF OIS E T 6 HE Z L IZiTv»., 20
BT3B AWM EIAT OB Y F 7T 7 4 —I1LBBFHA IR IMEDS B o iz
BZDOHITH, 5T, PSA KOV XITEFE AN 2 BEFRE D&M D 6 » A MITIRE O
1T XIMIER OB £ T 6 M Z L ITiTV, TDH%IT3 v AW Z L1247,

NAZNH A BREHRA,. ECOG PS. ECG., LVEF X KRR A  (ifl ik )i,
MEAALFHIRE) 285 BMAT. RBRPIIT VA v Sh-BRETiT o, AEESL (AE)
IZ NCI-CTCAE v.3.0 Z I\ T4, Grade i35, X TORZEMEFMIEIELT A 70
THE (3EM) ., AR S MBEY A 7 VTR (6 M) . Fe MG IR 4% 5%
T 30 HULWNIZAT 9,

<JE % >
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o EILFITHIEL 755 il (cabazitaxel £ 378 1. X b U2 b L BE 377 i)
o EHWHI%K : 742 5] (cabazitaxel Bf 371 5. I FFH o kv B 371 1)
o FEAMErEBI%K

HEWMENTT GBI #BR=E) : 755 5 (cabazitaxel #% 378 #5l, X h¥xH v b
> RE 377 41)

At (B H9ERE) - 742 5] (cabazitaxel BE 371 i, I Fa ¥ b o B 371
) CR#¥ 56 : cabazitaxel #E7 B, X ¥V b U FE6 B)

<fEHEF>

WRER A B I AR O TR 1T cabazitaxel FE 68 B, S FX YU hur U HEETETHY
ANFE, ECOGPS (0 Xix 1xf2), MIErREHRZE, MEOLRNVIZMEIZE W TR 2N
7 U ATEUT T b Tz,

99% DYLERE MR AR N E VIRIEEZZ T TEBY . KBEEOEERE AR 25217 Tn
oo REREBEZXFEAEENOHRBOEITE TCOARBITIMABCRREE TH > 7,
cabazitaxel X I F¥ ¥ b OELRPIEHBITIHRAOETTHY . ZOEEGITI b
o br RN (RBOETIZESHIE : I bF ¥ ha U 70.8%.
cabazitaxel #f 47.6%)

<A B>
TEFHMIEE - RAEFHIE (0S) ORRZE 1ICRT,
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# 1 EAEFHH

= A= Cabazitaxel &
(N=377) (N=378)
FETHIE (%) 279 (74.0%) 234 (61.9%)
AHFEDOHRRIE (A) (95% CI) 12.7 (11.6 - 13.7) 15.1 (14.1 - 16.3)
NY— KLt (95% CI) 0.70 (0.59 - 0.83)
P (& <0.0001

FEE - NY— Ftk<1 cabazitaxel AR #F

1 &EFHB-TT

100+

901

80+

70+

Proportion of Overall Survival
(%3]
=

40 4
30
20
10+
0 L T T T T T T
0 6 12 18 24 30
Number at Risk Time (Months)
MTX+PRED 377 300 188 67 11 1
CBZ+PRED 378 321 231 20 28 4

PGVEPRODOPSXEPG2SVEFCE1 93 CSRREPORT/PGMded] esas OUT=REPORT/OUTPUT/dp4] = Lesm (230CT2009 - 1

AW O P IAEIX cabazitaxel B 15,1 » H, I hXV o bu #1275 HTho 7o,
511 BlDFETITEZE L7 200949 H 25 HA v hA 7 H & L., cabazitaxel # 98 ffil, <
MV b 144 pipntrh—CTholz, TNHDH L cabazitaxel B 3 i, I b
X b BT HART Y PATHBICERHAEARARB T2, RAEFHH O
Kaplan-Meier 7 2 v ~ %X 1 {27,

YT ITN=TIZBNThH, EEROKRL L TV,
2EFWMOZLEEMITICENT, EHFOBEDIR (I b bericwdd 5
cabazitaxel) (X, T X TOTPHRKE T ORHERICHEFFZHICHEEEZNBDOD LN (P =
0.0039),

B U R R AT 2R H
HWEAGFHHOMRZE 2, TOMOMMORREZR 3, BARLRKAITTRT,

10
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x2 EBEELHFHR
S XYY Cabazitaxel B
® (N=378)
(N=377)
PFSARY LD H>T=HIE (%) 367 (97.3%) 364 (96.3%)
PFS MO RfE (A) (95% CI) 1.4(1.4-1.7) 2.8 (2.4 -3.0)
NHYF— K (95% CI) 0.74 (0.64-0.86)
P& <0.0001
EE  N\Y— F <1 cabazitaxel AR #F

PFS ZEMFHEMN S IEZHEIT. PSAET. BRETXEIHOPIETOVTANRNEFETEMET

HEMMERE LTERT %o

x® 3 RPBOETETCOHME (EBHE. PSA. &)
T rXYUFAY Cabazitaxel &
# (N=378)
(N=377)
B RBOET
REDETH H > 1= % (RECIST) (%) 180 (47.7) 170 (45.0)
RBEDHETETOHRRIE (A) (95% CI) 5.4 (4.7 - 6.5) 8.8 (7.4 - 9.6)
NY— Kt (95% CI) 0.61 (0.49 - 0.76)
P & <0.0001
PSA mZ DT
REDETHNH > =HIE (%) 252 (66.8) 252 (66.7)
RBEOETORRIE (A) (95% CI) 3.1(2.2-4.4) 6.4 (5.1-7.3)
NY— K (95% CI) 0.75 (0.63 - 0.90)
P & 0.0010
&R RBOET
REDETDH > =HIE (%) 98 (26.0) 113 (29.9)
RBOETORRIE (B) (95% CI) RiE 11.1 (8.0 - .)
NHY— K (95% CI) 0.91 (0.69 - 1.19)
P & 0.5192

FE

NY— KLt <1 cabazitaxel N B ¥

®4 RHPE

(E&E. PSA. K4%&)

11
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SrEHUMFAVE Cabazitaxel &

(N=377) (N=378)
mESMR (RECIST)
FEmATaEBIS CRIERIBEREZH T 541 204 201
)
REESREEZHE (%) (95% CI) 4.4 (1.6% - 7.2%)  14.4 (9.6% - 19.3%)
P& 0.0005
PSA R
5T 1t =T BE 151 41 325 329
(R—R S A UED PSA 220 ng/mL) ?
PSAZ=#ME (%) (95% CI) 17.8 (13.7% - 39.2 (33.9% -
22.0%) 44.5%)
P B 0.0002
EROR
5T fff 7T & 4511 %% ° 168 174
EREME (%) (95% ClI) 7.7 (3.7% - 11.8%) 9.2 (4.9% - 13.5%)
P fiE 0.6286

SPSAM20ng/MI KB TH. BREXATHOBBREXIERECISTDRIEATRERENBER TRESNAI-H
BELIEEND

P R—RF54 UIZH 1+ 5 MoGill-Melzack Ry —JLIZH T2 REN 2 LU ERET7FOT RS —ILOFE
HEN 10 UL LDWEBEENEETND

<A E>

BEHAI7VEITI MR b B (FRE 4 A 27 0) K Vcabazitaxel#f (o
fl: 60 A7) ODIFI>NENnoTz, MEIZEBWT, RRETHWRDIOK &L EE X
7., CabazitaxelBf CTix., 20%LL EOWEIL 9.8% (V4 7 /%), 4 BRI EO R 5T
X 9.83% (A 708, I XV b BETIEIZENEN51%, T.9%TH o7,

BEEG

5%LL E oA TR &5 e TEAE 2% 5 12”7,

Cabazitaxel #£ D L2 MR #EME (Grade 3 LA ) 1FAFHHERJADE & 2O/ RFI S Z S
2 FEEVEAf BRI E | TRYLE T & o 7o B PR A B 1T D < AF P ER A iE 1 cabazitaxel
B 81.7%. X bx¥ > bu R 58.0%IT O AL, I AN 2 2 U 7o i PR A 4 BRSO i

(Grade 3 L. L) % cabazitaxel # 21.3%, I FF¥H o b HET7.0%Th-o7= (R 6),

Cabazitaxel #£ TlL Grade 3 DL EDJ&Y: (cabazitaxel # 10.2%., I h¥ ¥ b U
5.1%) . FHEWVEAF PRI IE (cabazitaxel B 7.5%. I FF ¥ b 8 1.3%) &
FEFE Tl o7, Cabazitaxel #ETIZ 70 — 80%DHERE N 2 V1 7 )L F TICER KA
I B D < AF P ERIAD E 2 R B L 72, IRBRFEMGIREF CTIEHE 1 %A 7 1 ThD G-CSF O F
P 53R A LT nas, 7 B REL EfkRE 9 2 4F h BRI E . 38.5°C UL EDFEEED 5\

12
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13 24 BFRILINIC 38.1°CLL LD BN 3 Bl TR & - %8 L1255 813, Th g o T
BHZFBH TS, G-CSF (Z4FHERJ Grade 3 DL EDRBLE Z /D I 25 79I H
SNz, EifLb [AERIC cabazitaxel # (10.5%) 283 ¥ bu 8 (4.9%) X0 &E»
> 7,
TRTOXA 7 DOHWHLEREE (Grade 3 L |) IE cabazitaxel # T & 7525 7= (cabazitaxel
B 12.4%, X F¥H¥ o b B 1.6%), $FIC Grade 3 LA L THilE cabazitaxel T
-7 (cabazitaxel # 6.2%, I F¥ ¥ hu U # 0.3%),
Grade 3 L DL L OEM: 1T cabazitaxel # 3%, I ¥ h o U #0.83%, — 4 . Grade
3L (WS S 0%). ML (MEEL S 0.3%) (T CRRBE CH -7,
EERRENR O G RFTHERE (Grade 3 LLE) OB KRS (SOC) o T, MIjAE (M)
SiE e OV 97) 13 cabazitaxel B (9.2%) 28I ¥ ¥ hr B (5.4%) IZHAATHED-
7=
B R OIREEE O SOC 128 T2 AFFESR (Grade 3 LI L) & cabazitaxel BE2N & <
(cabazitaxel #f 8.6%. I h¥x# hru B 2.4%), ERFERITBFALAE L OB RS
(cabazitaxel Bf 3.2%., X h¥H > ha U8 0.3%) LK OV PHZEME 7 B (cabazitaxel Bf
0.8%., X h¥H# > hr B 0.5%) Tho7-, Cabazitaxel # TiX, 15 f#iZ Grade 3 UL I
DRMEDOE OREFEFERNBRE S, ZORRIIERIE, BV SOIPAZEMERRIC X 52K+
MO STV, M7 L7 F =2 %O BUN O fR A8 3 Y Al O R O W74
D7 BLZ U 7o Rl T, 8 Bl AN EIE | IRENT 21T 72 1 il &2 & e 7 Hl3REIE Th - 7,
DR O SOC D4 Grade D HF4IE, I F¥H > hr LD cabazitaxel BN £ < |
Grade 3 LA EOREJR7S cabazitaxel B 6 ] (1.6%). I F¥H o b 8 141 (0.3%)
Thoie, HIROFEBLHEL L cabazitaxel #f 1.6% T Grade 3 DL EiX7ho7-, LAST
T hFRP U hu U BELY cabazitaxel BESZ Do 7o [cabazitaxel B 2 ] (0.5%). I b %
T ha B0 B, LARICE DB cabazitaxel BEIZ 1 FIFED Hiviz, FAE@EDY |
FELEKEASE (£ Grade) X hXH 2 hr UBETL Y £ o7 [cabazitaxel £ 1 {4
(0.3%), X FxH¥> bua Bt 36H] (1.6%)],

=5 5%UEHRIFLI-TEAE DFERBHH (%) - TEEBITTREM

13
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T hXHUFOVE

Cabazitaxel #

(N=371) (N=371)

PT & £ Grade Grade 3 Bl E £ Grade Grade 3 Bl E
2HEER 328 (88.4%) 146 (39.4%) 355 (95.7%) 213 (57.4%)
4F oh BR R A E 40 (10.8%) 26 (7.0%) 81 (21.8%) 79 (21.3%)
HEEMIF PRI E 5 (1.3%) 5 (1.3%) 28 (7.5%) 28 (7.5%)
T 39 (10.5%) 1 (0.3%) 173 (46.6%) 23 (6.2%)
%) 102 (27.5%) 11 (3.0%) 136 (36.7%) 18 (4.9%)
= N 46 (12.4%) 9 (2.4%) 76 (20.5%) 17 (4.6%)
HEE 45 (12.1%) 11 (3.0%) 60 (16.2%) 14 (3.8%)
B M BkiE 4> 11 (3.0%) 5 (1.3%) 20 (5.4%) 14 (3.8%)
g1mn 20 (5.4%) 5 (1.3%) 40 (10.8%) 13 (3.5%)
I /ARG 4> 10 (2.7%) 1 (0.3%) 20 (5.4%) 9 (2.4%)
Eib 85 (22.9%) 1 (0.3%) 127 (34.2%) 7 (1.9%)
& 38 (10.2%) 0 84 (22.6%) 7 (1.9%)
1 /R 14 (3.8%) 2 (0.5%) 62 (16.7%) 7 (1.9%)
& 13 (3.5%) 0 43 (11.6%) 7 (1.9%)
4 Bk 7% 27 (7.3%) 4 (1.1%) 30 (8.1%) 6 (1.6%)
I O ] 17 (4.6%) 3 (0.8%) 44 (11.9%) 5 (1.3%)
X 57 (15.4%) 2 (0.5%) 76 (20.5%) 4 (1.1%)
FE 23 (6.2%) 1 (0.3%) 45 (12.1%) 4 (1.1%)
B & 31 (8.4%) 4 (1.1%) 39 (10.5%) 4 (1.1%)
PR B8 % 11 (3.0%) 3 (0.8%) 27 (7.3%) 4 (1.1%)
& 18 (4.9%) 7 (1.9%) 20 (5.4%) 4 (1.1%)
BT 39 (10.5%) 3 (0.8%) 59 (15.9%) 3 (0.8%)
RT3 19 (5.1%) 9 (2.4%) 19 (5.1%) 3 (0.8%)
REMEZFE 34 (9.2%) 1 (0.3%) 34 (9.2%) 2(0.5%)
KM= a2 —0/NF— 4 (1.1%) 1 (0.3%) 30 (8.1%) 2 (0.5%)
K i £ 9 (2.4%) 1 (0.3%) 20 (5.4%) 2 (0.5%)
e E 20 (5.4%) 3 (0.8%) 18 (4.9%) 2 (0.5%)
FEIE D K AE 10 (2.7%) 1 (0.3%) 22 (5.9%) 1 (0.3%)
REMHRE=Z2—0/8 5(1.3%) 0 20 (5.4%) 1 (0.3%)
a'__

KEREE 15 (4.0%) 0 41 (11.1%) 0
0 ik 22 (5.9%) 0 40 (10.8%) 0
f5 & fiE 18 (4.9%) 0 37 (10.0%) 0
KERD 28 (7.5%) 1 (0.3%) 32 (8.6%) 0
FEIEHFEL 21 (5.7%) 2 (0.5%) 30 (8.1%) 0
GERF 19 (5.1%) 0 28 (7.5%) 0
Fh PRI g 10 (2.7%) 0 27 (7.3%) 0
HIER B 6 (1.6%) 0 25 (6.7%) 0
BEFR 5 (1.3%) 0 25 (6.7%) 0
LEERE 5 (1.3%) 0 20 (5.4%) 0

P ED 1TEENSWULRIBLE-EEZROAHLH
ShEXYULAVE S XYV NAVLTLREZVYITLEZVOY
Cabazitaxel # : cabazitaxel+ 7L F=vV v/FL RK=vyoy
PGM=PRODOPS/XRP6258/EFC6193/CSR/REPORT/PGM/ae53a.sas OUT=REPORT/OUTPUT/ae53a_i.rtf

(03DEC2009 - 16:42)

= 6

cabazitaxel E#DFHIKF AL E T OEEEZROXKENE (%) - T2HEINRER

St bOUE

Cabazitaxel &
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(N=371) (N=371)

R ERE A £ Grade Grade 3 KL E £ Grade Grade 3 KL E
BRERREEICE D 325 (87.6%) 215 (58.0%) 347 (93.5%) 303 (81.7%)

< 4F R BRRL A FE

BRRBUBF BRI 4 40 (10.8%) 26 (7.0%) 81 (21.8%) 79 (21.3%)
fiE

BEER

BREERVEFEHR 84 (22.6%) 19 (5.1%) 126 (34.0%) 38 (10.2%)
fiE

B4 I JiE 6 (1.6%) 5 (1.3%) 9 (2.4%) 9 (2.4%)

BmEESa vy 0 0 4 (1.1%) 4 (1.1%)

0F R ER R D 1 R 2 0 0 2 (0.5%) 2 (0.5%)

5 B 0F B ER IR A 5 (1.3%) 5 (1.3%) 28 (7.5%) 28 (7.5%)
fiE

TR MMEFEEERMAE. EEMERME. FPRROERME. MAREERME. RME. KRB
HERIMEZ & O

HERAEFR

1%L ERBLLEEELRAEFLZOHE (%) 2K TITRT,

HE R H EFHRIL cabazitaxel Bf 145 i (39.1% ; Grade 3 LA E 85.6%). X h¥H4 2k
7 877 1] (20.8% ; Grade 3 LA E 18.1%) (238l L 7=, cabazitaxel #® E£7¢ SAE (2%
LLE) 13 R B A R BRI E (6.7%) . #F R ERIBUDE (4.9%) . IR (2.7%) . Tl (2.4%)
Thote, I bV br U BETIIHRBOET (3.0%). MZERE (1.6%) Th-o7,

KT INULERERRLEEEGCHETEROFHK (%) - PTAHFE (&E Grade) - KEMMEN

pofiiE il
S A = Cabazitaxel &
(N=371) (N=371)

PT FHEE £ Grade Grade 3 KL E £ Grade Grade 3 KL E
2HEER 77 (20.8%) 67 (18.1%) 145 (39.1%) 132 (35.6%)
HEEMF PR E 4 (1.1%) 4 (1.1%) 25 (6.7%) 25 (6.7%)
4F Hh BR R A E 3 (0.8%) 1 (0.3%) 18 (4.9%) 18 (4.9%)
1 FR 3 (0.8%) 2 (0.5%) 10 (2.7%) 6 (1.6%)
T i 0 0 9 (2.4%) 7 (1.9%)
fifi 2¢ 2 (0.5%) 2 (0.5%) 6 (1.6%) 5 (1.3%)
RS 0 0 6 (1.6%) 5 (1.3%)
& 0 0 6 (1.6%) 4 (1.1%)
& 2 (0.5%) 0 6 (1.6%) 3 (0.8%)
FE 1 (0.3%) 0 6 (1.6%) 2 (0.5%)
fifi ZE 4% fE 6 (1.6%) 5 (1.3%) 5 (1.3%) 5 (1.3%)
2HEET2 0 0 5 (1.3%) 4 (1.1%)
EHEE 3 (0.8%) 3 (0.8%) 4 (1.1%) 4 (1.1%)
B 7K 1 (0.3%) 0 4 (1.1%) 4 (1.1%)
BRI fiE 0 0 4 (1.1%) 4 (1.1%)
BmfEES a3 vy 0 0 4 (1.1%) 4 (1.1%)
FR & B 28 0 0 4 (1.1%) 4 (1.1%)
KEE 1 (0.3%) 1 (0.3%) 4 (1.1%) 3 (0.8%)
PR B % 3 (0.8%) 3 (0.8%) 4 (1.1%) 1 (0.3%)
HEE 4 (1.1%) 4 (1.1%) 3 (0.8%) 2 (0.5%)
mEET 11 (3.0%) 11 (3.0%) 1 (0.3%) 1 (0.3%)
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DI ED1IEEAN 1BULRIBLE-EESZROAHLH

ShEXYUFOVE: S XY OV TLFZVY/ITLEZVRY

cabazitaxel # : cabazitaxel+ 7L K=V v/ FL F=vyoy
PGM=PRODOPS/XRP6258/EFC6193/CSR/REPORT/PGM/ae58h.sas OUT=REPORT/OUTPUT/ae58b_i.rtf (230CT2009 - 16:19)

L

efbH (583716 KOy hA7 7 —4% (200949 A 25 H) 75, cabazitaxel
B 227 61 (61.2%). I b¥¥ v b U275 B (74.1%) OREERA LA (£ 8),
BOHATIC K DT DOEIE 1T cabazitaxel B 53.1%. 2 F¥H v b B 68.2% Th - 7=,
TEAE (RZOHEITLSN) 128 5 TH L L7z cabazitaxel #ED 18 il (4.9%) X, 2l
BBEH 30 HUAPNICEET L7z, 2 h& ¥ bu U BT TEAE IC X 558103 7 61 (1.9%)
T, 96 3HNTIHBOEITICER L7z TEAE I XV &S 30 HUIWIZAE T L, 2 #iliX
S OMEATICEIR L7z TEAE 12 XV ke 5 31 BLIRICE L LT,

£ 8 HBEMT (B5T. B5%) ORCHLER - REMBHAZED

EFC6193
S A = Cabazitaxel &
(N=371) (N=371)
2RThH (5P, BE 275 (74.1%) 227 (61.2%)
%)
AT 253 (68.2%) 197 (53.1%)
TEAE a 7 (1.9%) 18 (4.9%)
Z Db 15 (4.0%) 12 (3.2%)
BEDDETH b 9 (2.4%) 18 (4.9%)
AT 4 (1.1%) 0
TEAE 5 (1.3%) 18 (4.9%)
Z Db 0 0
BEZOETH c 266 (71.7%) 209 (56.3%)
AT 249 (67.1%) 197 (53.1%)
TEAE 2 (0.5%) 0
Z Db 15 (4.0%) 12 (3.2%)

FE  R—AEOEEERNERERON-BRENEE. LEIEHA T,
S5HIICOVTIEUTOLSICERY ST,

(1) 2 MY > OB 006193-840063006 : F#&ES 31 HLURICTHB L= TEAEICLDETDOH,
SETHEMBRZ TEAENSZOMIZERE L1,

(2) = F¥Y > OB 006193-380005003 : MFIFRHICKDIET D, RFLEHERBDETH S
TEAE IZZE®E L 1=,

(3) = F¥¥ > OB 006193-056002008 : &S5 6 h ARICRBE LI TEAEICLHRTED=&,
ETHEMBRZ TEAENSZOMIZERE L1,

(4) 2 F¥Y > b0 006193-250001042 : R#EEFES5 31 BLURICHBR L AMBKEDEICLDET
D=6, RTCEBRZ TEAEL L ZFDMICEERL =,

(5) Cabazitaxel # 006193-840041001 : TEAE & L TRBOETHARE SN TV 2, ETEHZE
TEAE DS RBOETICER L1,

*TEAE La— FlESnS bXRHY D bOVETHSSHIE. BEOETICLKDEDOTH 1=,

" BB 5 30 BLUADEE

CREBE3IALUBORTEBERTETE L THRE L=,

ShEXYULEVE S XYY MOV TILREZVYITLEZVEY

Cabazitaxel # : cabazitaxel+ 7L K=V /7L K=vynOoyv
PGM=PRODOPS/XRP6258/EFC6193/CSR/REPORT/PGM/ae_dth.sas OUT=REPORT/OUTPUT/ae_dth_i.rtf (L8MAR2010 - 16:10)
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Cabazitaxel #ED 9 5 12 BV CHB 2 Z oM ERE SN, TDHH 5 BINRE, 2
BINABHTH > =B REOHIEZ L TWe, 1HIRREAAIC L DL, 4608 k&S
31 HUMZOAEFEFZIZL DL T 44L&l I FRIEL =T Tz, Cabazitaxel
O TCEHENZ OMOPERE 1T REHZE 42 205 499 HEOMIZRELE L 2 &FHICH
WIE TR S 127 Af%, HREIZ 245 H), S X H U br OIS 15 fIET
Hibzzoft@ssnk, 055 8HINAH, 1 FIAEMTEREDOARH, 1 H23 R
FIZ L DT, 1 BIDEBLE TN OAIHEIC L DT, 4 FINR&EEE 31 ALUZOR
FERIZLDET T, 96 3HNTHBRBITFFEELZ T TBY . 1HIFZT TV R)1r-o
7o I hFV b O THE DN OMOPEERE 1T REEE L 47 75 591 A% DORIZ
FEC L7z (P RfEi 149 A),

< BARIZB B KA RS >
1) % I fH#E (TED11576)
FHIMAFRBR(EFC6193) D ki 2 iz, AAN TO R E  RIGHERTI R BE 25 & L
7% 1 MR (TED11576) ZFEMi+ 5 2 & & L7z, BRI L ORI %2 LT ICRT,

FEHM  BRANIZBIT 2 1 REHEIRNESEROEA COHRHEL S5 2~3 HE&ETO

cabazitaxel O AEME A FAM 2,

BRIk B - ROz T a7 7 A0, @R, HUEISEEZ BRI 2,

FH &y

1. #&Br# 3 f5ll% cabazitaxel M A& L~/ 1 (20 mg/m2) Z&E5Sh, Y427/ 1T

DLT Offli x5z 5, DLT @R oot ya, WHEL~L 2 (25 mg/mQ) ~

BT+ 5, HEL~L 1 (20 mg/m2) T3HIH 1 ﬁJ DLT @O 6N a. Z0OH

w1 (20 mg/m2) (T 3 BB S, 46 B TLEA é@aﬂﬂﬁ@ﬁbnéo 42 6 {7l

26100 EDLT BB oo cyma, WHEL L2 (25 mg/m?2) «%’vﬁﬁ“é

2. LoUL 2 (25 mg/m2) OV A 71T, 3#IHIZ DLT ﬁ)n‘h&bﬁgniﬁbxo e%a . A

#FEL~L%Z MTD &3 %, 3 6% 14 DLT 3@ bz e, ;®FHEVA/V 2 (25

mg/m2) (2 3 i A3 BN éﬂ 26 fﬁJ“@ﬁé‘fﬁ@ﬁfﬂﬁ?ﬁ)ﬁbﬂé 4 6 %+ 2 2L EiC DLT
ROOLNenoToGE  AHREL LA MTD & L, 2Bl Eo & :i;@bmwocb\

3. L~ 2 (25 mg/m2) DY A 71T, 6flF 2HILL Eo DLT 23880 bivizss

AHEL~NLEMAD L L, MTDiZv -~/ 1 (20 mg/m2) &35,

4. Cabazitaxel DLW v 7 7 A L% L0 FEMIZEHE 3 2 72D MTD @ 3~6 fﬂ Iz 5

KlOWtﬁéiTﬁMTéoit\%%uh®%%%'IET% WO HILTEA . TR
KEHE L IR BLIEMICE Y ZOoOHE L~V (W A B m¢éﬁ~1V«»T@
& L~ LIz %58 m¢é#_om1%%éﬂé

5. MEIHE L~ 1 (20 mg/m2) T 6§+ 2 HlLL Lo DLT 38D iz Bl

~L-1 (15 mg/m2) D EJilZ >\ CIRBRE(EER & IBBRIKHEE X+ 5.
P A7 N1TORENET 7 7 A AN HEBBEOWRED =DM SN 5, H &l XE
BRETEME NEBRIEKEEOSRBOREmBIND,
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RKRBRIZBEEITFRTHY . UL 2 (25 mg/m2) DJEFZEBEEH TH 5,

(2) Peer-reviewed journal DR, A% « 7T F U T ZAEDOHRE KDL

1)a 27 7 Ea—ILY Cabazitaxel ICOWTHEK L1z & 2 A 1 HEORKHER & 21D Technology
Assessments D HERE S A7,
1. BRPREER
Prednisone plus cabazitaxel or mitoxantrone for metastatic castration-resistant prostate cancer
progressing after docetaxel treatment: a randomised open-label trial.
http://onlinelibrary.wiley.com/o/cochrane/clcentral/articles/476/CN-00760476/frame.html

(5 A B PR U8R )

2. Technology Assessments :

(DCabazitaxel (Jevtana) for the second-line therapy of patients with hormone-refractory metastatic
prostate cancer (Structured abstract)
http://eprints.hta.lbg.ac.at/911/2/DSD_HSO_ Nr.16.pdf

@Cabazitaxel (XRP-6258) for hormone refractory, metastatic prostate cancer - second line after

docetaxel (Structured abstract)

http://www.haps.bham.ac.uk/publichealth/horizon/outputs/documents/2009/jan-apr/Cabazitaxel.pdf

(3) #REF~OBEERIBRK E L TOREIRT

<YW B T D EHRELE >
1) DeVita

<BEARIZBIT D HR ELE >
1) FE#EZe L

(4) FRNTHMEDOBIEITA T4 o ~OLH AR B

<WIMZBT DA T A %>

1) National Comprehensive Cancer Network (NCCN, Version 4. 2011)
http://www.ncen.org/professionals/physician_gls/f_guidelines.asp
B R L O HELE L ~UL : category 1
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t\-atmna|
Comprehensive NCCN Guidelines ™ Version 4.2011 NCCN Guidelines Index
NGO Cancer Prostate Table of Contents
Netorork® Prostate Cancer Discussion
ADDITIONAL SYSTEMIC THERAPY FOR CASTRATION-RECURRENT PROSTATE CANCER (CRPC)
¢ Clinical trial (preferred)
» Observation
« Antiandrogen withdrawal
Studies Maintain castrate (if on combination androgen blockade)
negative for | serum levels of |—— |* Secondary hormone therapy _— ;i.i\a::;a;s:[;rﬂ — F:tllho‘::a below
metastases testosterone > Ant!androg en P Y
» Antiandrogen withdrawal
> gteetroocizr;azole « Abiraterone acetate)
>
» DES or other estrogen i;ztr:"!;:? 1, post-docataxel
» Cabazitaxel (category 1, post-
« Docetaxel® (category 1) docetaxel)“( gory 1. p
* Mlt.oxantrone"!q » Salvage chemotherapy
v » Abiraterone acetatekq(category 2B) « Docetaxel rechallenge®
es —* L . 3
« Palliative RT or radionucleide for « Mitoxantrone®
« Maintain castrate symptomatic bone metastases « Other secondary hormone
serum levels of e Clinical trial therapy
Studies testosterone » Antiandrogen
positive -, and * Symptomatic » Antiandrogen withdrawal
for » Denosumab — |« Visceral « Sipuleucel-T (category 1)P » Ketoconazole
matastases (category 1) or disease P gory » Steroids
zoledronic acid . Se;otr_lda(rjy hormone therapy » DES or other estrogen
X » Antiandrogen « Clinical trial
Lcategon',:r 1't'f » Antiandrogen withdrawal tical tra
one metastases » Ketoconazole
No ——» or
Abiraterone acetatel (category 2B)
» Steroids
DES th it
iSee Principles of Androgen Deprivation Therapy (ADT) (PROS-E). > oo or otner estrogen
+ Clinical trial

© See Principles of Chemotherapy/Immunctherapy (PROS-F).

P Sipuleucel-T is appropriate for asymptomatic or minimally symptomatic patients with ECOG performance status 0-1. Sipuleucel-T is not recommended for patients with
visceral disease and life expectancy < than 6 months.

9For patients who are not candidates for docetaxel-based regimens.

Note: All recommendations are category 2A unless otherwise indicated.
Clinical Trials: NCCN believes that the best management of any cancer patient is in a clinical trial. Participation in clinical frials is especially encouraged.

Viession 42011, 0621/11 & National Comprehersive Cancer Netwerk, Inc. 2011, Allrights mserved. The NOCN Guideines™ and i ilusimiion may not be repoduced i any bem witioul e express weilen panmission of NOCNE: PROS-9

European Association of Urology 2010 :
http://www.uroweb.org/gls/pdf/Prostate%20Cancer%202010%20June%2017th.pdf
FHAERELOZET A L~L 0 L T

17.9.11 Salvage chemotherapy

Positive results have been recently published from a prospective, randomised, phase III
trial comparing the therapeutic efficacy of the taxane derivate, cabazitaxel, +
prednisone versus mitoxantrone + prednisone in 755 patients with castration-resistant
PCa, who had progressed after or during docetaxel-based chemotherapy(137).

Patients received a maximum of 10 cycles of cabazitaxel (25 mg/m2) and mitoxantrone
(12 mg/2), respectively. In both treatment arms, patients also received 10 mg
prednisone daily for the entire treatment period. Overall survival was the primary
endpoint and progression-free survival, treatment response and safety were secondary
endpoints.

Patients in the cabazitaxel arm experienced a significantly increased overall survival of
15.1 versus 12.7 months (p < 0.0001) in the mitoxantrone arm. The cabazitaxel
treatment arm also showed significant improvement in progression-free survival (2.8 vs
1.4 months, p < 0.0001), the objective response rate according to RECIST criteria (14.4%
vs 4.4%, p < 0.005), and the PSA response rate (39.2% vs 17.8%, p < 0.0002).
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Treatment-associated WHO grade 3-4 side-effects developed significantly more often in
the cabazitaxel arm, particularly hematological (68.2% vs 47.3%, p < 0.0002) and
non-haematological toxicities (57.4% vs 39.8%, p < 0.0002), respectively.

Conclusion:

According to the positive results of this prospective randomised clinical phase III trial
(level of evidence: 1), cabazitaxel should be considered in the management of
progressive CRPCA following docetaxel therapy.

<HARIZBTLHA RTA U FE>

1) B CRidize L

(5) BEHNEIZHR DA TORKRBERHE X OREARMSEHERE (5L (1) LA
) lzHoWnWTC
1) Rz L

(6) EFEo (1) 6 (5) ZEFEF2-EEORYMHIZHONT
<HEEEE - IRIZHONT>
1) HiSLRE

<HEYMME - AEIZSNT>
1) #WH . BAIC 1 A 18], cabazitaxel & LT 25 mg/m2 ((KFEmEFE) 2 1 BELL BT
3 R CAETET S,

<BFRIRHIAIE S IF I oW T >

1) FEERRBBROMESN S T AR AR L 0 . ARFI O HUES 0 R IL e R v fl CHIfF T
R L 55 TIAH B R R B B A CIX B BMRPIERT S IRIE I R X S iR TE b L < IXIRE %
DFEBEITIZH L THIRR LI Z &0 EBRBIMERIV B ICAEH TH L 2 & IR
IND,

4, Efi T _RERBROME & ZOHIER

1) BRANTOEREMIT, BEREBBROF CRHMish TWH 2, BHRANTOHE M Z R
B 2RBRIINELEEZ D, L, RRERBIL, 7oAy h=—XnEm<, BEHN
DIRNT L EMEZD L, MBERERRBREEGT S LR ENMELEZOND,

5. &

6. & Lk —&
1) BAfERE L % —
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2)
3)
4)
5)
6)
7)
8)

AINZHREZ IR AT A R A

B N7 S IRVA S S

Jemal A et al: Cancer statistics 2010. CA Cancer J Clin 60:277-300, 2010
WAREEFEE 20048 219-234

Tannock IF, et al: N Engl J Med 351:1502-1512, 2004

Petrylak DP, et al: N Engl J Med 351:1513-1520, 2004

HINZ PR 0 O BLK) 56 4 Ji: 57
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