ERZEI2~3100,150221RY(EAEDEM IESST2ES) (0 EERS2MRHS)
b ofH HE

0l
It
00

L &

1L

Z4 X A

= O L—

02t

14 & fostamatinib 100mg, 150mg

100mg: odet gxAo| fld HEZEH

150mg: it XMool Etply dEIET

o|™ xZ(0: ZEE|ZAHZ0|E, HAYIZER, AEFEHIS|L, 2
2228 £ v|ZEMs =gl =52 B82S 22 Mol 2y
U S 443(1TP) gHAte] |4 443 =

of of2 gl gt =0 S=c ol U= 2AA7E X BE AlZfSt
#=aliof et

1. AYEY

2zt Az gere mAE(DIE/Ho2AM 100mg 12 23{o|ct of of2 A
At EA gLl AT Foigtct

r

AZE A|ZF 222 4

e AT =71 50x10°%/L(50,000/uL)

= =

T o o
o|Ate 2 I7} X g2 29 150mg 1€ 23|2 T HeCh.
=8 9gg sty Q& g@4m #7124 50x10°%/L(50,000/ul)ol
T 3 RXE = Us HE I2 8¥E Foist

o
o of F0i2 £ AT, FRIA cf2 ol Fof Azl M 8

2. BUHY
0| 2k2 Fof A=+ Mol ofefo ZAI AnE &SI, 0] b2 F0i51H

XN&EMo=z HItetot,

« T 7t HMojT 50 x 10%/L olAe 2 ok e mjyix| 2F ot EAE
Tof ST SE ZASIOl At AAAMCBCAANE dAS oy
=z Fol= Iz dut EMAA(CBCAANE A AT},

o O| |: EO:'E ol 5H oEd F /é%o| L_|-E|-L_|-'— 7z|%>_7|_ O|OD§ %JOI-0| ol-I-I
g mrixls 2F0ic FEYS 2Eein omE folt AiHos Syt

« 0] 2 RO{=E °|3H b 715 HO7tF LiEtL = A7 Je2 2 2Fojct

x

U
L

=
—

AST, ALT % EITE 52 72|ls BAIE AlAlst ofdE =ol=
7:-|7|7c-|o§ 7}7['— 74“% JéIA|6I_|_—_|.
(ZEF)
4. F0{ Bt
of ok2 1277t Fojol= 2751, Moo= fFolgt 2¥S UsS F
M'z I*EE =pntn; T7+ S7t5tX| t=CctH o| <ke| F0iE FEhetct

20254 1& 20



oy Ao A4S (Immune thrombocytopenia, ITP)
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1) Provan D, et al. Current Management of Primary Immune Thrombocytopenia. Advances in Therapy. 2015 Oct;32(10):875-87.
2) Hgd sty 393 715S s dd A3 A4 Wy daw 7
3) agasts), #9945 98 9 28 2 99 daw 3

4) YH Park, et al. Management of immune thrombocytopenia: 2022 update of Korean experts recommendations. Blood Res. 2022

%, A23H2018)
Z, A23H2018)

Mar 31;57(1):20-28.
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O MEEZES WA 670 A T T dAam ZAF SR A ALE Tt
A A ZH F StLIZ AZ F_T’_ AMIZX|EBOM = Eaom HaT
°| subsequent treatment 2f& & StHZE MEEZS g2 o=
3| Jiol=z2lelatoo M= 1274 o|at X|EH= = ITP ZEXboAl rituximab
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of MEE gtAEsto] At AT FIEJAX|EH CHEE o] 2=
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Anti-D
Corticosteroids:
Initial treatment of newly- > Dexamethasone
diagnosed adult Methylprednisolone
Prednis(ol)one
Vig

Robust evidence:
Eltrombopag
Avatrombopag
Romiplostim
Fostamatinib
Rituximab

Subsequent freatiment —3» MEDICAL —>»

Less robust evidence:
Azathioprine
Cyclosporin A
Cyclophosphamide
Danazol
Dapsone
Mycophenolate mofetil
Vinca alkaloids

- » SURGICAL —>» Splenectomy

Figure 1. Overview of therapies for the treatment
of adult ITP. The evidence available for medical thera-

pies is indicated.
g Mol TP 2Xle| x|=
(XF2<l: Updated international consensus report on the investigation and

management of primary immune thrombocytopenia by the American
Society of Hematology, 2019)

6) Goldman—Cecil Medicine, 27e(2023). Chapter 158. Thrombocytopenia

7) Hematology: Basic Principles and Practice, 8e(2023). Chapter 129, Diseases of Platelet Number: Immune Thrombocytopenia,

Neonatal Alloimmune Thrombocytopenia, and Posttransfusion Purpura

8) Updated international consensus report on the investigation and management of primary immune thrombocytopenia by the

American Society of Hematology (2019)

9) American Society of Hematology 2019 guidelines for immune thrombocytopenia

10) The 2022 review of the 2019 American Society of Hematology guidelines on immune thrombocytopenia. Blood Adv. 2024

Jul 9;8(13):3578-3582.
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Primary treatment options:
Rituximab, TPO-RA
(Recommendation 8)

v

Assess patient values and preferences

I
v v

Patient places a high value Patient places a high value
on achieving durable on avoiding long-term
response medication
TPO-RA Rituximab

Adult with ITP > 3 months
Dependent on or unresponsive to corticosteroids

¢

3-12 months «€———————Assess duration of [TP =——————————3p- > 12 months

v

Primary treatment options:
Rituximab, Splenectomy, TPO-RA

v

Assess patient values and preferences

I
v v Y

Patient places a high value  Patient places a high value  Patient places a high value

on achieving durable on avoiding long-term on avoiding surgery
response medication

Treatment options:
Splenectamy, TPO-RA
(Recommendation 7)

Treatment options:
Rituximab, Splenectomy
(Recommendation 8)

Treatment options:
Rituximab, TPO-RA
(Recommendation 9)

Patient Patient Patient Patient Patient Patient
places a placesa places a places a places a places a
highvalue = highvalue  highvalue  highvalue  highvalue  high value
onavoiding on avoiding on avoiding on achieving on achieving on avoiding
surgery long-term surgery durable durable long-term

medication response response medication

Y A v Voo

TPO-RA  Splenectomy Rituximab Splenectomy TPO-RA Rituximab

Figure 1. Algorithm for the selection of second-line therapy in adults with ITP. Selection of second-line therapy in adults with ITP should be individualized based on
duration of disease and patient values and preferences. Other factors that may influence treatment decisions include frequency of bleeding sufficient to require hospitalization
or rescue medication, comorbidities, compliance, medical and social support networks, cost, and availability of treatments. Patient education and shared decision-making is
encouraged. Patient characteristics are shown in blue boxes, actions in yellow boxes, and treatment options in red bexes. Numbered recommendations corresponding to each

treatment oplion are provided.

Oy, Aol TP 2o 21t R =

MEN ©UTE|E (Xk22: ASH guideline, 2019)
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11) Bussel J, et al. Fostamatinib for the treatment of adult persistent and chronic immune thrombocytopenia: Results of two
phase 3, randomized, placebo-controlled trials. Am J Hematol. 2018 Jul;93(7):921-930.

12) (5271%) 1841 o149 Hol% 349 $ primary ITPE a1 9l 8, AF Fol A 349 ool 38 o} BT Faw 547}
< 30,000/ul. olefeksh (72 QWS A9stas 35,0008 WE FXE flojokdh, ol ITPdl #d 171 olde] X8& w2 A,
Kamofsky scorex = 70

[e}

+ Kamofsky score: gbe] 24 7152 eish e 858 S8k 598 343

270 ° = = =T
100%: 8%
90%: B4H & 7hs. Aad ARe] Sl 9
80%: w=8& 3 BAA &F 7hs. AW B 4R Fe] dF
703 ARAQ Ees FHs AU 4& T /UE
(=
104 % @A, X484
03: AP

13) FIT1: 2014.7.~2016.4. 32} 5%,
FIT2: 2015.1.~2016.8. 34} 55, &

=1

F, AMuer, divk=, @7k, oldelol vlEwE, G5, vI=(87 =7t 3570 AlE)
ZEgo}, w7bglo}, A, =4, =2do], =, Fulto}, 23Rl m=(97] =7} 237 AlE)

14) stable response: T-Z8W §lo] 14~245F Alo] 6¥ WHE 5 49 o)A} 4% =X> 50,000/ul
15) FIT29 A3t £3589 v S48 F948S A5 &3

16) more severe thrombocytopenia
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Treatment
Continued response
Continued treatment
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Study Visit (Weeks)
Overall Responder 53 63 B2 56 53 47 45 47 40 37 40 34 34 35 28 30 20 26 22 21 1820 14 11 11 8 4 4 4 4 3 3 1

FIGURE 2 A Duration of response in overall responders. Arrow at the end of each lane indicates continuation of response and/or
treatment. 5. stable responder: T, failed prior therapy with thrombopoietin receptor agonist. Note: End of response defined as two platelet
<30 000/pL at least 4 weeks apart (or use of rescue therapy). B, Median platelet levels over time in overall responders including stable

responders. Shaded area indicates timepoints with less than 10 patients contributing data
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FIGURE 1 Disposition
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1% . Platelet count over time in patients (early response; dark blue,
clinical benefit without an early response; green, limited/no response; red)
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Rate Per 100 Patient years of Treatment
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Responders Others Responders Others Responders Others
Time Period 0-6M &-12M 12-24M 24-36M >36M
Responders (n): 79 66 53 43 38
Others (n): 66 31 <] 3 2

Figure 2. Exposure-adjusted rate of bleeding events by standard MedDRA query in responders [platelet
count =50,000/pL) and others [all counts <50,000/uL]). Rate is per 100 patient-years and is shown in 6-month
increments.

AE, adverse event; M, months; MedDRA, Mediczal Dictionary for Regulatory Activities.
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36) Hd, 3182, plasma cell myeloma, A9t (endocarditis)

37) Wojciechowski P, et al. Efficacy and Safety of Avatrombopag in Patients with Chronic Immune Thrombocytopenia:
Systematic Literature Review and Network Meta—-Analysis. Adv Ther. 2021 Jun;38(6):3113-3128.

38) A9)71F: 184 wlgh ofAleto @l o] o)zl AT, EMA &9lo] ¥ & ofAl, daw 4 Axput 9l A, vl dide] gl
T, Fo71zke] 95 1Rk non-RCT= Al9)ek3l&

39) 77019 RCT(eltrombopag 17}, romiplostim 27V, fostamatinib 27l, avatrombopag 27})
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41) commercial arrangement(simple discount)

42) Patient access scheme(PAS), Under the PAS, a discount is offered on the list price of the medicine.
43) Hladier WA T vEavy g 2A 2944
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