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olo FMUARLTEMSEN Lenvatinio Aldlumsinslsausideiu wia hepatocellular -
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dandeunnae 1

wuamananunisiindnednen Sorafenib lulsauziSedu viia hepatocellular carcinoma
(Protocol SRF-HCCQ) :
o ' i o [ |
(‘Ui‘U‘U’Nﬁ’NVI 1 auvidedansudny@nans dauiign 7 na 0416.2/9 62 AUl 26 UNTIAN 2566)

1. ssuveydianisiindnedien

1.1 ‘lvxamuwmmaamuaaau,fuaswzjaLwawmmﬁm-mwawmamuwnswwna'\mawma
Wiaidszuuls

1.2 veoyliAn1silninuA1en Sorafenib 3nszUU OCPA Aauvin1sinel lagldaaiuneuna
amzidouwnmnd §Uae wazdedoyantinisunnduasiasfignaeadusis auluslameaiidmun
(Protocol SRF-HCC)

2. AnaUURAYRIHDUWEIUIA

2.1 Lﬂuamuwmmaﬁﬁmmw%’au‘lun’xﬁﬂﬁmmﬁ“ﬂm‘[mmeuuﬁﬁwm

2.2 :uu,wwaLaww.,mamuwsuu‘mwua 3 u.a.,uwalaLawumammaumwsamusmmasnm
Jamusndouiieveuinanlsauas/mionisdnun

3. auauURvawnngginnasine
3.1 L'Uuu,wwsmwmmmﬁ‘lmwuaaaaum 7397
Ine

q

Insanunmeaniluaviengseanslsausii

& VYas

3.2 u,wwamsnwwvs’faq‘lﬁs”umsuawmamncﬁ,é’man'1sT,snwawmalums'lﬁu‘%msms%'nm

v
i 4

TsAuzSauMe e Sorafenib MLATITWBE1NLNYE]
aa o o a %
4. \neuain1sifanelsaiiadnineen Sorafenib
4.1 FiRAlNaNIINTIANIINENTING18 hepatocellular carcinoma 138
4.2 fuan13ns1an193@38ad8 CT scan wag/m39 MRI scan WEaUS189IUNANTSASITINTY

Ine$sdiunnd (official report) 14lAfiu hepatocellular carcinoma anasAsgIuNeTadIdade
32UUTEAU Alpha-fetoprotein >200 iu/ml

5. vra'"nﬁﬂuﬁﬁaaﬁgﬁaﬂi"naumﬁﬁaé’a‘hﬂ
5.1 nusudsuiivsznaudaenisdnuse3a asrasnanie umsﬁ"ui‘jmmmamma WNUNTITINE
7y warUseTRnsSnuaiy
5.2 msmwmwamgummsﬁuugm WU CBC, BUN/Cr uag LFT
5.3 N15ATIINNTIETIUI 19U Plain film, Ultrasound, CT/MRI scan v8350813a Wiau official
report
5.4 980 UHaNTHIGA (73) WIDUNANIIATIININLITINE

6. Raulynndiinvasnmadndaesien Sorafenib fasialuil
6.1 lsauzisfuszoganaruviouninssediliannsolinisinundae locoregional o therapies
Wy N1SHIAR, TACE, ablation therapy Jusiu vshinevausanissnundeg Locoregnonal thera‘p@s
1udn Tnednwazyadsd@inenivad lsaliannsaniunild !/
6.2 QUuamaan‘LuamWV\quLsa ECOG 0 - 1 (nANwIn) ;

m \
L IR ¢



L2 L o s A @ . . .
6.3 guphamaaﬁamwmsmmwaamwﬁ 5¥AU Child-Pugh liver function class A (n1ANWIN)
6.4 fiman1snsdiadenunuazindnidon fall Hb >8.5 ¢/dL, platelet count >60,000/mm?>
wagAnsyueslalitiy 1.5 wihwes upper normal limit

I @ a v Y ) a 9 v Y @
6.5 flheniilsrrnudulafings Aesdimsinumuauanudulainiieyglussiuinmnigurenssnm
fiaun13isue Sorafenib

7. YarnuvaIn1siingeA1e Sorafenib Aeraluil
7.1 LisyiEnisidnenen Sorafenib 'Luc‘ﬁfﬂuamzjmauauawiam Lenvatinib 47487

7.2 WaylRnsidinanen Sorafenib Tunsldsauiu TACE Wu adjuvant treatment sewitaniovda
n1svin TACE

8. YuIAgILUZUN

a a v o w dda v oo a
400 - 800 fadniuseiu lunsdiifinataAeneaunsaRIsaNaAUUIALIRNLANATS
wuevg: WidnAealdnsiaslitiu 1 wisu

9. MyUszdiunasninnissnw
9.1 Usgidiuanmgignnamnnsgndndn vn 2 dUavi iWuian 1 deu wasvn 1 ey Tunan
' - W =t ' < 0 kot =i A a o
sioun fiduiinednts mesnsasumeyssdinlgmuesitie uagkatiufisaitinainnssnw
o o e a v Y i o o P Yy co A '
9.2 fituiindszliunsiuussmuewesithennasmunssilanuunvmddamial

a @ o @ ¢ v v ) P d wea
9.3 Usillunamsinu 1 8 - 12 e arslananisinwineu 3 Weu wieldlunisvesyd
nsiinIeenasaly

. - L =& o &
10. tnwuginsvgaen ingagn Sorafenib Wiansranudsladeniedsoluil
10.1 fuenbinevausranisinw WWu progressive disease
a A < a <y v
10.2 \iaNatABRINEMTULIISEAU 3 - 4 Mldanunsaatunuld




A1ANUaNn: Child-Pugh liver function
Total points: Class A5-6, ClassB 7 -9, Class C 10 - 15

Factor 1 point 2 points 3 points

Total bilirubin (mg/dL) & 2-3 >3

Serum albumin (g/dL) 535 2.8-35 <28

PT INR I 1.71- 230 >2.30

Ascites None Mild Moderate to Severe

Hepatic encephalopathy | None Grade | - I (or Grade il - IV (or
suppressed with refractory)

medication)

n1AnulN: Performance status, Eastern Cooperative Oncology Group (ECOG) scale
Performance status (PS) is a scale to grade how well you are. The BCLC staging system uses
the:

PS 0 - you are fully active, more or less as you were before your illness

¢ PS 1 -youcan’t carry out heavy physical work, but can do anything else

e PS 2 -you are up and about more than half the day. You can look after yourself but
can’t work

e PS3-youare in bed or a chair for more than half the day. You need help to look after

yourself

e PS4 -you are in bed or a chair all the time and need complete care
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wuINIeAINUNsingeanen Sorafenib TulsauziSelnsasdssazunsnszane
(Protocol SRF-ThC)
a & al £ o o ' o o o el
(Uiudensen 1 anamdsdonsudy@nans dauniga 9 na 0416.2/2 62 aaTuil 26 UNIAN 2566)

1. ssuvaydianisilngnedien
v ' v v < ¢ v
1.1 Wianwunewiadenifsdaudesieyaunndey
- v
Waltszuula

o

1MISNHIRONUIBUNNINUYTnasusUNLNY

1.2 yppyiiAnisiindeAnen Sorafenib 3n38UU OCPA Aauvinissnelasldaatuneiuia
= X y v X { v a o o
amezilouunmd e uasdsdayanisnisunndvesduasignaeaduaie amuluslareaiidvun
(Protocol SRF-ThC)

2. AuENURYaENIUNEIUIA
[ ol v aa o @ 2 a
2.1 Wuanungwranianuniaulunsitiadouassnulsanauziiaing
2.2 fluwmdawgnemuiszylilude 3 wasiiuwndianznisarvdudamisuazsuguainum
Ugymunsndounanaaziinainlsauag/m3anssnw

3. ruandAvaunndgvian1sine

e

v o v v @ = a o a
3.1 Wuwwddilimangnldsunivdesyiivierdivnsanuwmeaniluaivienysmanilsaugise
M

3.2 unndgSnwagdeslafunisueunangangsiuienistsameuialunisliuinisnissne
lsauziSalnsauddaeen Sorafenib auiduTwetamunzay

4. inuginsitanslsaialdinineen Sorafenib

Apaiinan1snsIamanedineaindunsidalnsesd viln well-differentiated papillary/follicular
carcinoma

5. vangufidesiiiaysznaunsidedelsa

5.1 hysudeuivsenaudsn1sdnuseTa asaasnanie finsssyUgmvastae ununisine
Adauuazysyiin1sinude radioactive iodine (1-131) fiiauan

5.2 msmswmqﬁaaﬂﬁﬁamsﬁuﬁm Wy CBC, BUN/Cr uaw LFT

5.3 N139132INNTIFIUA 19U Plain film, Ultrasound, CT/MRI scan w83508lsa wiay official
report

5.4 S78UNanISHIAe (8731) WiaNNaN1IASIINIINEIS INeN

6. Wauluvwadiinvasnsiingeanen Sorafenib faseluil
6.1 lspuziidlninedsvuzanavsiounsnszany viln well-differentiated papillary/follicular

carcinoma Tineran13§nede radicactive iodine (-131) wagilonnisanlsa Insfideuludeladonils
Fasolui

6.1.1 163U 1-131 2600 mCi

6.1.2 weldsun1sshwiene 1-131 uudn LLawmdﬂsﬂqﬂamfgu éauﬁuﬁsaa‘[’smﬂl{ﬁﬁ’ﬂﬁul—gl
DYNUDY 1 AILNUS

6.1.3 azdpaiinmsiiSuredlsandslédu 1-131 athaties 2 A% aolu 16




6.2 safilspgnaunislu 14 Wou wdafiass 1-131 wazarsisunisinwidiediaeiiennisainlsn
& & il o ¢ ) o o = e ) v <
wiedniswasundasveslsaludumiydnvasifinudssnasdudunsieasdUae (life
threatening metastasis)
) =

6.3 dtheRosegluanmiiuduse ECOG 0 - 2

6.4 finamsnsiavaealfuinisluinaeiung laun CBC, LFT wag serum Cr

6.5 fUheniilsannudulaiings desimsihwimuauanudulaialveglussiuinesguremssnm
fauN3suen Sorafenib

7. Jainuvaenisiindnudnen Sorafenib fasaluil
' wa a i , 2/ Mo 1 5 S
liayiifin1silnAten Sorafenib lugaenilinauaussies Lenvatinib 311uda

< °
8. YUk
a o o ' et ddd kot < < o
400 - 800 fiadnFusiau lunsdiniinat aAsRINYITULT ATORNTUAAVUINEIRINATRIITUN
YBINNEINY

e Widneenldnssagliviu 1 Hou

9. mMIUsziunaszniten1ssnw
9.1 Usufluanmgthonuunsgudvndn v 2 dav 1Wunan 1 deu wasn 1 ey Wunan
- Yoo w o« ' 2 Yy o da )
3 1 laun Tuiine1n1s mimnaiunmelywivesthe uwaskadrufesiiinannssne
o e a ) P & & vy ¢ '
9.2 iTuiindszillunmsiudsmusvestheynaisnunsindlamuunnddvieli
9.3 Usudiunan1ssnwmn 3 wiew mslananisshwineunsvesyliinisindreenadisaly

10. tnuin1sugae lvivgaen Sorafenib Wansranudeladevietnelui
10.1 Qﬂwv‘ﬂzjmauaummmﬁnm \Hu progressive disease
10.2 \inHATIABIRINENTURTITEAU 3 - 4 Ailianunsaruaule
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wuaneinfunisiindrednen Lenvatinib lulsauziSedu vila hepatocellular carcinoma
(Protocol LVT-HCQ)
@ V= ' =~ = - |
(muvtlsFensudninans Aruliga # na 0416.2/2 62 asiun 26 UnIAN 2566)

1. svuuauﬁ’amitﬁnﬁwﬁqm

3

1.1 Wanuneguradamisdeudasnedounnd ggvinnisineisentisaunnsudydnanusununey
Waldssuuls
1.2 9poyiiAn1sidndied1e1 Lenvatinib 31n52uu OCPA fauinisinw Inglvaatuneiuia
= ¢ w1 ¢ v ¢ v o) v & a o o
awmgilouunng fUoe wazdstayaninisunmdvesivagignasuduaie smuluslnreanimun
(Protocol LVT-HCQ)

2. AnENURYIENIUNEIUIA
Ad o ey a a =
EX Lﬂuamuwmmawummw%am‘lunﬂnuaaaLLa"saniﬂmau.,L%nwm

272 NLLW‘V]EJLQW')uVﬂ\WY‘lMVﬁ&’UlﬂU‘UB 3 LLa‘”ﬁJLL‘W‘V]EJLQW'\U'YINEH‘U"!BU‘NWSE]SJQVT)MQLtaiﬂ‘l:}'l
ﬂEUW'ILWIiﬂﬂjE)UVlE]']'imuLﬂﬂﬁ]’]ﬂiiﬂLLa"/‘Vﬁ'ﬂﬂ'ﬁﬁﬂUW

3. AuauUAvNWNgrin1Tne
& €y 41 vaos U -u a o
3.1 Wuwwdglimngiilaiuniiiesyiivioyddnsanuwneanluamiengsmanilsausiie
Men

3.2 UWngES wwumaa‘lms‘umsuawmamnwmmamﬂiawmma‘lums’lwusmsmsimzm

T'imwmm'u P88 Lenvatinib AT nag1aiuungay

4. nuginsidedelsaiadndioen Lenvatinib
4.1 AeiNan1sATIIMIINeNTINe1ves hepatocellular carcinoma 3@
4.2 inan13n 3291959831998 CT scan waz/v5e MRI scan waustearunanisnsladdads
Tae3sdunmd (official report) Wiy hepatocellular carcinoma munausiuInsgumeed@idade
57uusEAU Alpha-fetoprotein 200 iu/ml

5. nénguiidesiiiayszneunisitiedelsn

5.1 wysudouiiuseneudensdnusz3a aseiiane Smsssydgmessdihe wasuwunisinm
e

52 mimwmaﬁamﬁﬂ’ﬁmiﬂ’fugm \u CBC, BUN/Cr uaig LFT

5.3 15939 59@31dY 1y Plain film, Ultrasound, CT/MRI scan vass0alsa wieu official
report

YV

5.4 518UNANISHAR (O15) NIDUHANITATIININEISINGA

6. Foulunsadinvasmadindneenen Lenvatinib desaluil
6.1 lsAugiSadiuszazgnanuviaunsnszaneiliaunsalinissnude locoregional therapies
WU N15816iR, TACE, ablation therapy Wudu videlinevaussrenmsinueie lO}@feglonal theraptes
uud Tnednvagmeidimeiiveilsaliannsanuauld
6.2 Qﬂaamaqagluamwwwmm ECOG 0 - 1 (nAnuIn)




6.3 fthedpaiianmmsyinnueaiuiii sefu Child-Pugh liver function class A (n1ARWAN)

6.4 finanmsnnadadeaunazindaidon sl Hb >8.5 o/dL, platelet count >60,000/mm>
wazAnsvheuedaliiiu 1.5 wihwes upper normal limit

6.5 fhefiilsammusiulafings doalimsinumunumuiiladsbieglussdunmsguenisingm
fiaunTsi3uen Lenvatinib

7. fovamesnisdndteAien Lenvatinib feeludl

7.1 laleyifimaidnenen Lenvatinib Tugteilbinevaussrasn Sorafenib 1nuda

7.2 lieysiAnsidnene Lenvatinib Tunisldisamiu TACE Wy adjuvant treatment sewinaviiavda
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n1aNuU3n: Child-Pugh liver function
Total points: Class A5 -6, Class B 7 - 9, Class C 10 - 15

with medication)

Factor 1 point 2 points 3 points

Total bilirubin (mg/dL) L2 2-3 %3

Serum albumin (g/dL) >3.5 28-35 <28

PT INR <l 1.71 - 2.30 >2.30

Ascites None Mild Moderate to severe
Hepatic encephalopathy | None Grade -l (or suppressed | Grade llI-IV (or refractory)

AANUIN: Performance status, Eastern Cooperative Oncology Group (ECOG) scale

Performance status (PS) is a scale to grade how well you are. The BCLC staging system uses

the:

e PS 0 - you are fully active, more or less as you were before your illness
o PS1-youcan’t carry out heavy physical work, but can do anything else
e PS 2 - you are up and about more than half the day. You can look after yourself but

can’t work

e PS3-youarein bed or a chair for more than half the day. You need help to look after

yourself

e PS4 -youare in bed or a chair all the time and need complete care
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