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Ruxolitinib phosphate(as ruxolitinib 5, 15, 20mg)

6.60, 19.80, 26.40mg
(Z74H]1 78 5, 15, 202 2] 29, 3= =HlE| &(F))

O Mg, MR

==

- bmg: 1% < ruxolitinib phosphate(as ruxolitinib 5mg) 6.60mg
- 15mg: 1% % ruxolitinib phosphate(as ruxolitinib 15mg) 19.80mg

==

- 20mg: 1% % ruxolitinib phosphate(as ruxolitinib 20mg) 26.40mg
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IPSS A &7]513) intermediate-2 ©]4F x4 e
Afrsts, 2HAdEARSIE & 54

2 3 FA9 o=, ekfx, 34 A1 A ruxolitinib® ¢S 1112 F
o3t Axp 12 ZIAFQ 24F AlH oA 35%0] e HFREY HAE ®Hel FA |

&2 ruxolitinib ¥ 41.9%, ¥ 0.7% % (p<0.001).

24F Al Aol Al ruxolitinib o 1078 (6.5%), 9 %Fa- 144 (9.1%)<] A7} Abdslsd oL
(HR 0.67; 95%CI, 0.3071.50; p=0.33), 4709 = (planned data-collection cutoff)
Ao A= ruxolitinib = 139 (8.4%), 9okt 247 (15.6%)2] =7} A8l 2 (HR
0.50; 95% CI, 0.2570.98; p=0.04).

o

IPSS Z7]F intermediate-2 ©| A ZFAFZ, IS5 & F5A

w35, SHAAEARTIIS §F EFATstT e 184 o] FAN=219)F Hdo=

5 2], 34 Al A ruxolitinib®} BAT(best available therapy)6E 2:1%

Folgh A, 12 ZHEFR 48F Al H Ol A 35%0]74de] HFRT HAE Bl $At

H] &2 ruxolitinib 7 28%, BAT 0% (p<0.001).

» 48 Al H A overall survival®] HR2 0.70(95% CI, 0.2072.49), ¢F 271€ (&2
717y F3Fgk 61.15°) overall survival ¥4 23} HR-S 1.01(95% CI 0.3273.24) .

714 9] o] W ¥ COMFORT-2¢ 349 follow up(median FU 1515) AF&176)A
overall survival® 74§ ruxolitinib 7 (n=146)°] BAT+(n=73, hydroxyurea 47%) X.
t} 0S9] S HAS(HR 048; 95% CI 0.28-0.85; p=0.009).

» I8y} ruxolitinib 9] 72.6%(106/146), BAT 2] 61.6%(45/73)2] 32+A}7}
extension phase®l A ruxolitinibe Fofwketar 7] #zeo] FTAAH &=L
AYE A e HEXolde. 20139 review =F18o]H % COMFORT-2 long
term FUS A& &3 4ol dia #1¢ 22 dAAES A=t A0,

A 3L o] 9] 1 3]2000] o] o H  BJH guideline 2 NCI guideline] A
myelofibrosisell 214 %& Axstar a1, 34 F29 vl vl dFAF Al placebo
e w7 e 7t 4 a3E B¢ on, best available therapy(F=
hydroxyurea)¢t2] F2+9] vl HlL IFAFANM = vAa7]9 o8 HAmHRE
HAoua idoa Hask kA= dds.

[Py
'S
"

shalolzlel W, AFES Ud DS wANNE B2AA 2AFE FaA
N3 AR AR F4L S we] e AR E FHol AL wHol

AR -3- ‘%E'l AEYUAZLY

T T o

';'4))} /\|L|U|

r\



IoE T B X o ~ mf of or o
T T K oI T Bl = N o
lo x ™ N
o & T : =) 4o
W 0 T % () ) o .
_ Mo o] W T o o S K 3
£4 o o TS P o o o Ho
25 oo S = - of P B
28 of 7 o J) BR L + ol
2 T o R - = S - 2
8 MM N B of K ™ 3 &l_ = g ME
3 X ol
—_ Ot OL < | i~ OL
R w4 5 =T 4
LN N o 3 T o ST
= LA @.Jﬁoﬁ — Ry = % A
= M = 3 __ Xz < =) o T =
ERICH e A I T %
o © Eoﬂm Emaze =l o o o =3
= B o & X S M = = ™ o)) 3
—_ T ZH T o o = EO
i oo 2 > &
o T
w5 1w wo 2 £ 4w® g ¢
oo o Teaa o =3 -
T oo 3 7 2R o "o o -
Wb T o o
olo o M —  OF o X O
& B CI "o T AR
ﬂ = —_— frogal
- w oF ﬂhmwoa = L= o
S W Roor N de o = = 9
- o - o
W w0 e R B GO
T o T iwwﬂiﬂ MW o <
o Nt = O o !
Wﬂy = Boue AT R R Y wo
T o X Wm0 o ik
N~ = =0 _L 8 0 = o o)
0 S ™ ) _ N
<O I ) g oF lo ~
Moy o T T TR Mo 3 oo S doHE . O
B! e oy JoH W o) o) ~o oo " %o o= H
i W FTERT S OMe Hp < o o E R
CCH oz 5w " T g <
‘OI ,_Id_.yl ﬁo —_ L.M > = ]D ML — O _— - <
TR ] W Mo X B H P RO S )

H
o A

|

ol

]

==Ne)
=

3

=)

i e v b AseaTet ks

HFEHHAYZ Y

=
aey -

3

O

H Ik

A = o} 9 AL,

=%
€]

|

ﬂ%o

=

ol

[o13
iy

5, 10, 15, 20, 25mg T4l 71A]

[¢]

I

T
T

A

A -

L=
()

Ll =]
5, 15, 20mg Al 7}A

-

T

O Al o=



Health Insurance
Review & Assessment Service

Reference

D) hgtel A A - Rolsti obdlel W@ aokelsl A§71F L whgel B ANAY
2) Williams heamtology, 8th ed. (2010), Chapter 86. PRIMARY MYELOFIBROSIS
3) Abeloff: Abeloff’s Clinical Oncology, 4th ed. Chapter 160. Myeloproliferative Disorders

4) Guideline for the diagnosis and management of myelofibrosis, 2012, BJH guideline; Ruxolitinib
also improved overall quality-of-life measure with low toxic effects in both studies but with
no benefit in overall survival.

5) NCI(National Cancer Institute), 2013

6) Hoffman: Hematology: Basic Principles and Practice, 6th ed(2012)

7) DeVita, Hellman, and Rosenberg’s Cancer: Principles & Practice of Oncology, 9th ed(2011)

8) Perry’s The Chemotherapy Source Book, 5th ed(2012)

9) Williams hematology, 8th ed(2010)

10) NCI(National Cancer Institute), Chronic Myeloproliferative Disorders Treatment, 2013.11.20.

11) =r A < ¥k (INN; international nonproprietary name) 2.2 hydroxyurea$}t &4 &

12) Guideline for the diagnosis and management of myelofibrosis, 2012, BJH guideline

13) IPSS(international Prognostic Scoring System)& TSR d 2 o T2 ES vlE o7 349

SJFTE HEE
Y es 73

o A
Low 0
intermediate—1 1
intermediate-2 2
high >3

# 57FA] ] FARZRE A Yol >654, AAFAd A, Hb<l0g/de, W& T4>25X109/L, &
BAE>1%
14) Srdan Verstovsek et al. A double-blind, placebo—-controlled trial of ruxolitinib for myelofibrosi
s, N Engl J Med. 2012 Mar 1;366(9):799-807
15) Claire Harrison et al. JAK inhibition with ruxolitinib versus best available therapy for myelo
fibrosis, N Engl J Med 2012 Mar 1,;366(9):787-98
16) antineoplastic agent(51%)-most frequently hydroxyurea(47%)- and glucocorticoids(16%); a tota
1 of 33% of patients received no therapy.
17) Francisco Cervantes, et al., Three-year efficacy, safety and survival findings from COMFORT
-II, a phase 3 study comparing ruxolitinib with best available therapy for myelofibrosis, bloo
d, 2013(Epub ahead of print)
18) John Mascarenahs et al, A comprehensive review and analysis of the effect of ruxolitinib ther
apy on the survival of patients with myelofibrosis, Blood. 2013 Apr 9.

B
m U

19) These conclusions should however be considered preliminary since the improved overall survi
val was only observed when the COMFORT-2 study was amended to allow for patients to
be observed during an extension phase. The survival analysis was not initially planned at th
e time of the conception of these studies and almost half of the patients were no longer rece
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ne the effect of the study drug on patient survival. These methodological issues surely have
the potential to impact, to some degree, the conclusions derived from these studies. Studies
which are appropriately powered to assess the effect of this therapeutic modality on long term
survival are still needed and would be preferable.
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