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. WUINIIMAunIsiinaamten Sorafenib TulsauziSalnsoanssosunsnszaie
(UiuUgandadt o)
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BUINWAINUNITTNTIAI81 Sorafenib TulsauziSedu ¥ila hepatocellular carcinoma
(Protocol SRF-HCC) ,
(USudsensein 1 aamtlsdensudnylinans dquiiga 7l na 0416.2/9 62 asiufl 26 uns1Au 2566)

1. szuvaydianisidndnednen

1.1 ”Lwamuwmmaawmammmmauwm divinnsSnuremhsauiinsudtydnatweuune
ilodhszuuld

1.2 vaaylAn1silnidneAien Sorafenib 31n5¥UU OCPA Aawvin1sine Tneldanuneiuia
amzidouwwnd e wazdsdoyanianisuwndvesdihefigndeniuate muluslaneaiiimun
(Protocol SRF-HCC)

2. AuanUAvasEnuNEIUIE

24 L{‘Juam’m'w&nmaﬁﬁmmw%’au’tumﬁﬁﬂé’aLLaw%'ﬂU'ﬂiﬂmde'?f‘mm

2.2 fuwndiamzyamuiiszylilude 3 wazlunndiawiznanvdudaieuasimguainu
Haymunsndoufianaasiinanlseuas/mianssnu
3. AuaNUATaIWNNgriN15nen

3.1 Wuwwddermgilisunidooytivied TnsanunmeaniluannengsaanslsauySs
e

& W as

3.2 unmdSnwazsealaiunisueunuisainggiuienislsanerunalunisliuinisnissne

U
3

lsnuziSasuseen Sorafenib muiwdwegamungay
4. wnawgin1sidadelsaieaiindeen Sorafenib
4.1 FeadlNanI13n 519N INEN5INe1vae hepatocellular carcinormna %3e

s

4.2 INan13951aN9598309898 CT scan waz/%5a MRI scan #Eau51891URaN15AS193 0958

Tag3adunnd (official report) 1léiu hepatocellular carcinoma asinasiaNAsgLN9Y T T e
52UfUsEAY Alpha-fetoprotein 200 iu/ml

5. ‘vié'ﬂﬁ'luﬁﬁmﬁLﬁaﬂisnaun'}ﬁﬁmﬁ’ﬂ‘hﬂ
5.1 nuszdauiiusznaudionisdnussda nsaasane finsseylymaeading wnunissnw
faan warUsySRnsynu Ay
5.2 nnsmwmwaaﬂgummaﬁugm Wy CBC, BUN/Cr wag LFT
5.3 119591529 TIEIUR 19U Plain film, Ultrasound, CT/MRI scan 98958815a wiau official
report
5.4 enuRanIiigde (§13) wiourannsaanamensinen

6. Raulunsadiinuasnisidngaedien Sorafenib fssoluil
6.1 Iim:uwL%qﬁmsasaﬂmw%amim zaeiildanunsalinisdnudae locoregional theraples

WU N1SRAGIA, TACE, ablation therapy Uusiu vislineuauswranissnuwde locoreglonaL therap

LAY Iﬁ]Efﬁﬂ‘Um“"WN‘NEiTVIEJ’WIUQ‘U’J'II?PEI&JE'I&J’I‘WW?Uﬂlllﬂ '
6.2 QJ}U’JEJWE)@EJQIH&I]WWWL%‘UGLL'N ECOG 0 - 1 (A1Arwan)




6.3 fUhefealian N1 inUesiuiifa seau Child-Pugh liver function class A (nARUAN)
6.4 inan1snsradndenuniuazindaidon fadl Hb >8.5 ¢/dL, platelet count >60,000/mm?
wazANITvinauveslaliiiy 1.5 winues upper normal limit

6.5 guaonillsamusiulaiings fesdinssnwmuauamudulainlfedlussivinnssueinsinm
faun13L3uen Sorafenib

7. doviuainisiinidneanen Sorafenib dssialuil
7.1 TaleyiiAinsidnanen Sorafenib TufUaefilineuausesos Lenvatinib 1udn

7.2 eyii@n1sidnenen Sorafenib lunisldsauiu TACE 1Wu adjuvant treatment sewrinavsanda
n13911 TACE

8. YUINHTNUULUN

a a w1 w o vy o =
400 - 800 Hadn¥usiatu lunsdninat1ALRINENANTARATUIAAYUIN 1A TNALADT
wuewe: WidneAenlanssagldiiu 1 wou

9. N15UTEIUNATZNINNNITTNEN

9.1 UssilugnmgUremuannsguisndin yn 2 &avi Wunian 1 dew wasyn 1 ieu luan
son Hduiine1ns mansiesmelsafiutywveiae wazrathafsaiinanmssne

9.2 fufinUssdiumssuusenuewesihoynafsiinasaildnuumnddudell

9.3 Uszillunanissnen 91 8 - 12 dUannt mislananisinuineu 3 Whew ieldlunisuesyld
msdndneensssialy

10. neusinnsvgae Wivgaen Sorafenib Wiansianudaladaniefsoluil
L7 A 1 1 b . .
19.1 cdmam“l,mauauaamamﬁﬂm u progressive disease
= 2/ = o s = 1 b
10.2 \innatnafsa N NguLsaTEiu 3 - 4 Aldanusoruauld




A1ARUIN: Child-Pugh liver function
Total points: Class A5 -6, Class B7 - 9, Class C 10 - 15

medication)

Factor 1 point 2 points 3 points

Total bilirubin (me/dL) g 2-3 >3

Serum albumin (g/dL) $5:5 28-35 <2.8

PT INR <1.7 1.71 - 2.30 >2.30

Ascites None Mild Moderate to Severe

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

N1ANUIN: 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 PSO0 - you are fully active, more or less as you were before your illness

e 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

° P53 -youarein bed or a chair for more than half the day. You need help to look after

yourself

e PS4 -you arein bed or a chair all the time and need complete care
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Wuen1AUNIstindemien Sorafenib Tulsauziiilnsesdszazunsnszane
(Protocol SRF-ThQC)
(USuugensed 1 aamiledansudylnans dauiige 7 na 0416.2/2 62 asiuil 26 uns1AY 2566)

1. szuvayiiinisiingeaen

1.1 'Lﬁamuwmmaeiwﬁ’\%ﬁaLﬁfﬁw?i'fau,wwa‘é'ﬁwﬂﬁ%’ﬂm«ﬂ'awmmmﬁﬂm Ty@inanauaunung
aidsguuld

1.2 9pautiinisidndnadien Sorafenib 93Uy OCPA Asuvhnisinwlaslianuneuna
amzidouuwnd §Uhe wozdsdoyanisnisuwndvasfinefignienduate mauluslaneaiimun
(Protocol SRF-ThC)

2. AuaNUAvaIAaIUNEIUIA

2.1 L“T;Juamuwmmaﬁﬁm’mw%’aﬂumﬁﬁﬂ5’&1Li,av%’ﬂmiiﬂmauvﬁﬁwm

i3 uu,wmLawwmwmmwulﬂwa 3 wasunndianiznieaivnaugndonas Tuguasne
‘fjEU‘IMLL%ﬁﬂﬁd@UWaﬂﬁlﬂuLﬂm}’lﬂI‘ﬁﬂLLa”/ﬂiam‘ﬁﬂ%ﬂﬂ

3. AuanTAvaIwNNdiinssne

)

3.1 WWuwwngdilsimngildfunidesyiinioyd
e

altpsINuwveanluairetgsaanilsnugise

3.2 u,wma‘p}}’%’ﬂﬂﬁsﬁ'aqlﬁ%"um‘suaumﬂaﬁmﬂ@é’ﬁu’;amﬂwwamwaiumﬂﬁu%mims%'ﬂm
TsnugiSalnsesnsieen Sorafenib auiwndnegamunzay

4. wain1sitadelsaiaidingneen Sorafenib
nasfinantsns I singualindunssdnsesd sl welldifferentiated papillary/follicular

carcinoma

5. 'vré'nﬁ'mﬁG’faqﬁLﬁanxﬂanmﬁﬁmé’ﬂiﬂ

5.1 nesufpufiussnaudienisdnuse s mm‘mma finsssylynvesdvae ununisdnuw
mmmuumﬂmmmsanmmf-'J radioactive iodine (-131) 7 wmum

5.2 ﬂWimi'gﬂmwmﬂgumm‘iwug’m Wiy CBC, BUN/Cr wag LFT

5.3 MIRTIINWTIATTG8 19U Plain film, Ultrasound, CT/MRI scan 98358815a W¥au official
report

5.4 5189UNaNTHIGR (018) WIBUNANINTIANNENTINE

6. Raulvmendiinuasnsingaeanen Sorafenib aedalui
6.1 lsnuziislnansdszurgnaruviounsnssany alia well-differentiated papillary/follicular
carcinoma firesens3nudne radicactive iodine (-131) uasiiemsainisn Tneildauludsladants
Faptoludl
6.1.1 193U 1-131 2600 mCi
6.1.2 1AglASUNMISNYIAI8 131 3Wa7 LLawwmﬂﬁﬂanmmu mmumaaiﬁﬂmlmwm -131
DYNUDY 1 AL /S

A
6.1.3 azdpaiimsiiSuveddsandalasu 131 agation 2 Ass nelu 16 yﬂép ¢

sk f

1

Vl \




6.2 anaiilsmgnamnielu 14 1oy wdadiade 1131 wasarsisunisinenledUisiainisainisa
waefinisidsuuasveslsaludunisy/dnuusiiiiniudesiazidudunsiedediae (lfe
threatening metastasis)

6.3 fihesasegluaniniiudeuss ECOG 0 - 2
6.4 finan1sasraniavesufURnslunaeiund Teun CBC, LFT wag serum Cr

6.5 fUreiillsanuaulaiings desdinisinuauauanuiulaiisliedlussiuinasguesnssom
nNaun"siauen Sorafenib

7. davnuvasni1siinaneuaAnen Sorafenib fasialuil
" wea a . v a1 ' g v
ldayiiFin1siinAen Sorafenib lugtheilineuausssioen Lenvatinib 11ué?

8. VUINBITLULUN

400 - 800 fiaansuraiu Iumﬂﬁﬁma%’mﬁEJamﬂsJ'h;uLLﬁﬂ ANUSONTUIRATUIREINIUNITRINTUN
YDINNIHS N

e WidnAenlinssazlaifiu 1 wou

9. MIUsZIIUNATEVINN1TINEN
9.1 UssiliuanmiUaemumnsgiudendn vn 2 dawi Wunan 1 deu wazyn 1 Weu Wuimn
& L 1 t S L4 .;-I = o
3 iwau loun Yudineints mimsasTemedywwesiiie wasnadrafesiiinainnissnm
= o = = @ 2 | & o " o & o = I
9.2 livunnuszdiunsiudssnueveslleynaisuinsinlinuuwwnddmseld
9.3 Uswilunansinuvn 3 ieu mslanansinwineuntsvesyiRnsidnideensadeld

10. nquain1svgaen Tvivegaen Sorafenib wlensanudeledanisfreluil
10.1 gUhenlinauausranissnw Wu progressive disease
a b = o as P 1 v
10.2 \iinad1aLAgaanefiguusssedu 3 - 4 Aliawnsapmuauls
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WUINWAINUNITTNTIWAIE Lenvatinib TulsaugiSedu vila hepatocellular carcinoma
(Protocol LVT-HCC)
(mumisdansuiny¥nane duuiign 7 na 0416.2/7 62 asudi 26 unsIAL 2566)

1. szuvaysianisindneaien

(i WamuwEnmaeiwﬁ'ﬁaLL%’W]EJ%Lwaéﬁﬁﬂﬂﬁ%’ﬂmﬁawmUmuﬁ'ﬂsu Jeydinananaunung
donssuuld

1.2 voayliAnsiinaeA1e1 Lenvatinib 29nszuu OCPA nauviinissnw Taglkaauneruia
amegidouunnd guae LLazﬁﬂ“ﬁaQaﬂ’NﬂﬁLLW%ET“U@QEEI]’EEJ?{QH&]JBQL%U%%G aaluslnaaaiiimun
(Protocol LVT-HCC)

2. AuaNURYaIEnIUNEIUIA
[ aa i aa Y @ 2 a
g4 LﬂuamuwmmammmwaaaﬂumﬂmaaLLaviﬂmI‘mmwmmm
39 mwmaLawqymamumwlﬂwa 3 LLa.u:uu:wmEJLawwvmqm‘maus&awaamvimmLLainm
ﬂmmuwiﬂﬁnauwmwummmﬂhﬂLLau/mamﬁﬂm

3. AuaNURAYWNNEHin133nE

< 7]

= &Y o v was w LY o o

3.1 Wuwwddiievgilafunidesyifivieyd AsAInuNnEanTluaIIeIysAanilsausise
Inen

3.2 UNndgs msrm::ﬁaaié’%’umiuauwmafﬂ'\ﬂﬁém’mm'ﬂiqwmma‘[.umﬂﬁu'%mimﬁ%’ﬂm

I'ﬁﬂﬂJﬁLﬁ\‘]ﬁU A2881 Lenvatinib audvndweg1aununga

4. \naeinnsitanelsaiawdnanesn Lenvatinib
4.1 FBIlNaNIINTINNNNYIDINGIUBY hepatocellular carcinoma Wae
4.2 fiNan15n 5291959831988 CT scan wag/®3e MRI scan WiaUsS189IUKNANTTASI9T T05E
=N

lag3vdunnd (official report) Vilsiiy hepatocellular carcinoma anunasismsgIun1esaditads
JUUILAU Alpha-fetoprotein >200 iu/ml

5. wdnguiidesiiitaysznaunisitedeisn

5.1 wsadeuiusznaudmensdnusyTi amaswnie fimsssylaymuesthe wazununissnem
fidaiau

5.2 msmwmaﬁmﬂﬁﬁﬁmiﬁugm WU CBC, BUN/Cr wag LFT

5.3 1150152919598 09dy 19U Plain film, Ultrasound, CT/MRI scan 99958815A Wau official
report

5.4 TIBUNANNTHIAR (yqﬁ) w%’amwaﬂﬁm’mw}qwméﬁwm

6. eulanepadinvasn1sidninedien Lenvatinib sasialuil
6.1 lsauziiefussezqnatuvieunsnszredilianmnsalinissnumee locoregional therapies
19U N13KIRA, TACE, ablation therapy Jusu vi3elineuausrenisinudie LocereglonaL therapies
wwd lneanuue ‘vm‘.NmwEJmuafaﬂiﬂluaﬂuﬁmmmmlm F
6.2 flhosesegluanmiludauss ECOG 0 - 1 (npewan)




6.3 fithesosianiwnisyiaruesiuiif sedu Child-Pugh liver function class A (nARWIN)

6.4 finanisnsrndaidonuniuazindaden el Hb >8.5 o/dL, platelet count >60,000/mm?’
uazAINIuTedlaliiiy 1.5 winwes upper normal limit

6.5 fneiidlsnmnuslafings Festinisinumuauausiladalieglussfunsguesintsig
AouN33ue Lenvatinib

7. Yoviuaainisidndnerien Lenvatinib feraluil

7.1 heudi@n1sidnAen Lenvatinib Tuﬁﬂaaﬁ\lﬁmauauaﬁﬁiam Sorafenib 11L&7

7.2 laousiin1sidinAnen Lenvatinib Tunnsldsauiu TACE Wu adjuvant treatment szwinaviaends
n13v11 TACE

8. VUINLINLUZUN
Lenvatinib 10 daansumnaly

wanewin: Tidndenldniazliiu 1 Wou Tasuddmerazatuayusmdsandlaeldsuen
Asu 120 Tu uazdUhedmevaussiey Inounnddnundfosdadoyaveoyiifnenignisldoiel
finsdndaeunghesialy
9. MIUsEliuNaTENninen1ssnw

9.1 UszilluanmgUremunnsgudsndn vn 2 dai Wunan 1 @eu uazyn 1 weu Wunan
3 e Tufinens mnTasumeussdiutymvesiae waztathafesfiAnanlsAuazn1s T

9.2 fitfufinUssiiunsiuussmuesvesiiiennadafiunsaiildmuumnddamdels)

9.3 Usgiliunan1iinwi 71 8 - 12 dUai masldnanisinuineu 3 weu weldlunisvoaydd
maindeenaisialy

10. nauin1svgaen Wivenen Lenvatinib iensianudelatontisisaluil
10.1 fheiilinevaussanisinu 1lu progressive disease
10.2 \inatnafiganenisuussedu 3 - 4 Aliamnsounuld




A1ANUIN: 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 (meg/dL) <2 2-3 >3

Serum albumin (g/dL) 555 28-35 <2.8

PT INR <1.7 1.71 - 2.30 >2.30

Ascites None Mild Moderate to severe
Hepatic encephalopathy | None Grade I-ll (or suppressed | Grade IlI-IV (or refractory)

AAKUIN: 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« PS50 - you are fully active, more or less as you were before your illness

¢ PS1-youcan’t carry out heavy physical work, but can do anything else

e PS2-you are up and about more than half the day. You can look after yourself but

can’t work

e P53 -youare in bed or a chair for more than half the day. You need help to look after

yourself

* P54 -youare in bed or a chair all the time and need complete care
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HUINAINUNTSLTNI8AT1 Lenvatinib TulsauziSalnsesdszazunsnszane
(Protocol LVT-ThQ)
(munidsdensudylinans dudige 7 na 0416.2/2 62 asTudl 26 unIAN 2566)

1. szuvauiianisiindnedien

1.1 Wianuneuradenbdeutesedesummdgvhnissnudentssuiinsutyinarseuvane
iloithssuuld

1.2 veaudiin1s1dnaeA181 Lenvatinib 31n320U OCPA Aiauviinisinu Inglwaauneiuia
awmziouunnd fle wardsdoyanianisunndueafihefigndenduaie auluslareaiimnun
(Protocol LVT-ThC)

2. AusnURvaIEaIuNEIUE

24 L“’fJuamuwmmaﬁﬁmmw%@ulumﬁﬁﬂﬁaLLav%’ﬂw'ﬂ'ﬁﬂmevL%ﬁmm

2.2 fuwndiawiznanudiszylilude 3 LLaumL‘meawwvmammauwwsamummLLa'iﬂm
ﬁmml,m'amjaumm%uLﬂﬂﬁﬂﬂi‘iﬂLLau/maﬂﬂﬁﬂm

3. AuanTAvaILNNdgrinssne
I ¢ v o Ay va @ a W A a &
3.1 Wuwwddieangildfunidesyiifvied allpsIINUIMEaN a1 sAEnIlsANLLS
Inen
3.2 LLWWJ'Q’%’nmwﬁmle’f%"ummauwmamn@’a’mwmﬂﬁqwmmalumﬂﬁu‘%msm'ﬁ'ﬂm
& & W = s a ]
lsnugiSslnseenee Lenvatinib a1udsnTnagranunzay

4. wnein1sinanelsaiaidngieen Lenvatinib
Aeadinanisnsiannesinevdinduuss dvsesduiin well differentiated papillary/follicular
carcinoma

5. wanguiidasiiiilousznauntsitedelsa

5.1 nwsdeuiiussnaudenisdnysy i asaasianie fimsseylgvvesie wasununmsdnm
Ly

5.2 MsmTIIeviaU RN siug1u Wy CBC, BUN/Cr was LFT

5.3 Mns19nnTeiifdady 1wy Plain film, Ultrasound, CT/MRI scan 90330815A wiew official
report

5.4 5989UNANTSHER ((13) WiuNan1InTIIM NN

5.5 789Ul IR NYIR9e radicactive iodine (I-131) AHAULN

6. Roulunadfinvasnisidndtedien Lenvatinib fadaluf

6.1 'I'iﬂmul,§<111/1iaaﬁi~ zanatuvsaunsnszateuin well-differentiated papillary or follicular
carcinoma Aireen 53nEee radicactive iodine (-131) LLa“ma'm'ﬁmﬂIiﬂIﬂamLaaulmm@’l,ﬂﬁuawua
Fareluil




6.1.1 195U I-131 2600 mCi
6.1.2 wgldfunisinusie 11131 1nud uazwuinlsagnanutu saufuilseslseitlisudu 1131
DUNUBY 1 AWML
6.1.3 %G’Taaﬁﬂﬁiﬁﬁwaﬂiﬂwé’ﬂé’%’u 131 athatdes 2 ade nely 16 Wau
6.2 deafilsrgnarunielu 14 eu wdsiess -131 LLﬁ“’ﬂ’J'ﬁL'ﬁﬂJﬂ’]‘i‘ﬁﬂ‘H’]LﬂJ@NﬂrJEJﬁJEﬂﬂ’ﬁﬁNﬂIﬁﬂ

ma:umimaauLLanaﬂiﬂ‘Lumwu&/aﬂwmuwmmmaaqmuLﬂuaumwmamma (life threatening
metastasis)

6.3 fhednsagluan miudauss ECOG 0 - 2
6.4 ﬁwamimnw’mﬁaaﬂﬁﬁ'ﬁmﬂummﬁﬂﬂﬁ 1w CBC, LFT wag serum Cr
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