oz

Health Insurance

Review & Assessment Service

offl R Z0jol MMM I} A

Enzalutamide 40mg
(2 dd W< 40mg, ol 2=A F(F))

O HY, 4288 :
-1 M&E ¥ enzalutamide 40mg
O 8s gilt:

- ojHel =AgAR ARWY Hdold AMATAY dHEdd #Ae A s

[e]

O AHS01TIIA?] dojy
20149 HMI7X S 0ILIIAS] - 201449 7& 102

- GEaA9d3 Ao ¢ 20149 1€ 15¢

i oFAlF oI Y3 I HAN T osld Aks|Abe] GGt vl sEske
(A, AFAA @ ojgh gAd T g, AAIL T )2 T
oA Al s F Ut

BIZAAL 221, MRlrs AA L -1 - ap 2Ry

JL. EoI 21t

0 welsl A4 9e

O A& “oldd
o AR AR5

Hl al
prednisolone) £¥ 2} vl A] AE7|7F A

_\’I_‘_H]El]—/%]_% Xz 3lst §}-6‘]—

Health Insurance
Review & Assessment Service

o L HEY

2wk Aoly AA AZY AYA
7w oAl Wl 2We

] Zgu]go] arfela, FALE7E A3 vg B0l & ‘:'““E.

O i, 4Rt F33

Ak} A A 9

- 4R F3A8 B
8 W gav e
% 3.

Lk ot We

NAFL oldo] EARAR ARWGA Aoly ANATY ARG HA] Az 5
e oAz @A BY A8l ST F e At SAH domz YAt
2 me A AR G WEA Bad kAl AP 2e

O g F84

- B w23 2 slel=
el

EELRES

AN A Kol AMAEE dHAL AR docetaxel &

|2 o2 abiraterone acetate, enzalutamide, cabazitaxel,

radium-223, salvage chemotherapy, docetaxel rechallenge, mitoxantrone, secondary ADT
sipuleucel-T, 281 JZAHF7F A

= Enzalutamide+

Hel
Aol A2 EELY

HI2AAL HIZTDL, 42| MAE L

A AAATA APAGezZ o] Hel docetaxel LHoll At 3t
S 7

A
2 AT AEVL AFS B,

1 747 B G AL A7
—o- QWMJ‘LI”&%

s it & fescmmirt Lanks



o= ols
Health Insurance Health Insurance
Review & Assessment Service Review & Assessment Service

- Docetaxel-based A& o]F9 ol AAM wH&AH AHA & FAAE dFo= - A A EL mitoxantrone(¥£+ mitoxantrone+prednisolone) thHH] AE7|7H A% o] <l
enzalutamide$} 91°Fe] A3 Hlul JFAES A 12 Z3 F7HAE Q] median OSE A Hal &eugo] artE AAALEIE tided sidet, v&-E28& A A AH
AFEwe] 1848, xS B6MER AAFwol FAMCR fFofstA AENNE A 71 ICER7 2 /QALY 9.

A ZI(HR for death, 0.63; 95% CI, 0.53 to 0.75; P<0.001).

ol

- AAEFS AFEE AL st ISFAZE AA S 13 AE8/3(3 W
» 22 &3 HIFAES PSAY response rate(54% vs. 2%, P<0.001), soft-tissue 2ol & AAAH 7 29 ICER= < /QALY <. I
response rate(29% vs. 4%, p<0.001), FACT-P quality-of-life response (8.3 vs. 3.0
1Y, HR 0.25; p<0.001), radiographic progression—free survival (8.3 vs. 2.971¥; O A" ABHD
HR 0.4; P<0.001), 2 the time to the first skeletal-related event (16.7 vs. 13.37]€¥
HR 0.69; P<0.00Del A oz vl Al AFEFo] foldt atol& S - At VI
ﬁ%zﬂm%, 29%), **4(21%, 18%), A3 A7H20%, 10%), o34 %E 5 (14%, 10%), AFH LSl o A o EllEOl, A A G FE VFom
E(12%, 6%)e NHEFANA tzTol vstel MAEA e o, A4 Grade 3 AFFEY =9 F Ao FA0L 1AdE of MY, 37hd= o Il ol
M} ol g A owi%l )z moh B A go] Uhokg(45.3% vs. 53.1%). i, ALY AR AFreFRe 13dx o Y, 339 o o=
T7h " RAoR o4y
A o] AAFNA 6% tlFRToAA 8%, nEY H St FEe AlHFANA
6.6%, ETolA 33%= UEbd. AFFS T3 A2 0.6%(5/800%)0 4 wztol - AARF FABAF, T4V, AR SOl W WE st
AR AAF TE F ALSA] Fe. R A e L2 DA e _gyng "a Aot =
- IR A= AHFe] 3 dFATE ZAR AA AFE deld dEAdd - AP HLeZe g S50 of Il Ak AE o AL LRSS s Fow
Ao A AE 7S oF 41E AFAIHS ¥R ol JdstH 38 AE median AHEFY E9 F A2 TR 1AFE of g9, 3ard = o Y
time to PSA progression % secondary end pointel A %= letrjn] QdgH o fel7t ) ol 3 EHﬂl&E‘iE’J oAl = zﬂ dradde YR of MY, 3AYE of Il

Ae 1A AAE AR ey, #H slo]=El(EAU, NCCN)lA %= docetaxel ©]F <]

Argon NYEL Anstn e AF

dlo
s

gk, AAHE Fo@A F 06%014 grade 3 o]l o]l glloyt A EIe
#go] WEasA e o, A7e o] dukS-(SAE) EAE&S AAHFTI vxTo]

AR e B SE AR, O A S e WY

- AARFS AT F7F F v, Tk B 29 g ¥ GAIFH
O Hl& &34y

- AAEFTN T “oldel EAgASE ASUUE Hold AMAFTAH dgit A
o] X g7 3rhdol FAHI e dAE A floen, dd NEAH L F971F,
, S 1178} o] mitoxantrone (£ mitoxantrone + prednisolone) £

1 747 B G AL A7
a2 C e

HEERAL UFEEDL, M2IEE HAFETH -3 - QG o UIEYAL BEEEDL, Sl HAREIE -4 -



9=
Health Insurance

Review & Assessment Service

Reference

1) RAEAR BHEx5(20139.17): 2434 A 5 17F By ko] Fowct

2) Cancer, principle & practice of oncology 9th(201 updated), Chapter 97: Cancer of the Prostate
(2013 updated)

3) Harrison’s online, Chapter 95. Benign and malignant disease of the prostate

4) NCCN Guidelines Version 2.2014 Prostate cancer

5) NCI(National Cancer Institute), Prostate Cancer Treatment, 04/11/2014

6) Prostate cancer; ESMO Clinical Practice Guidelines for diagnosis, treatment and follow up,
June 27, 2013.

7) EAU(European Association of Urology), Guidelines on Prostate cancer(2014)

8) Scher HI, et al., Increased survival with enzalutamide in prostate cancer after chemotherapy. N
Engl J Med. 2012 Sep 27;367(13):1187-97. Epub 2012 Aug 15.

9) PSA denotes prostate-specific antigen.

10) di gkt st (I

11) k=9l 4ot 3 ()

12) gk 7] 215} 3] (I

13) digka<t ey o 3 (I

) I

15) |

16) oFAle] 24 2 2A7IF [EH2] A ARAA - FAA7F olAE =1 ALdd 2 K AT
ZA138 #) (EL%xlTﬂAl #12013-2093)

17) % ARLeFRe 2dFolu g FAYWAA 9 81 2o )

18) o domﬁ(_) o} &) 5 7] 7} 3t 5 (), - fafz, HEREE
() . R gkl e eh s (
) - A =

19) Akt AE dd AAEF (A I, 29 = I, 3= )

20) AL TFH = AFA AA o GaEF x AF k) (L)

2D AAEE Al Azt FpuFol AHFE SARF FFHF sdsivin A
AR ZAA=(NHEFe Il 2ovS-hAGA Hll 22808) x AGA AN dAFAEH -

o

22) rﬂ&uﬁ;i(—) o &) & 7] 2} st 5 (), fafw aHaT
() - . b ) et ehE(
) oA = —I

23) A AL AFE dd AMgE (A= A, 2= I, 3Ad s )

24) AAA L TN = AFA AA <lGALEF x A7 (/7))

25) Az A FA L HFHFo] AAFE TALFY Hyu gy sdsivta A
AGSHA=(NAF] Hll 280 St Hll 2898) x AL AN dFAEE -

H 7. ALAFDZ
BIEAAL BI2ZL, MR ARl -5- up A

ols
Health Insurance
Review & Assessment Service

BIEZAAL BIEZD], ME|EE HAEDIE

Al 747 S AAZ
qp S gd



