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1.2 veaylifin1silind e Pembrolizumab 99nssuu OCPA fewinsinm InelWasuneuia
amzouwnmd flhe wardsfoyaniantsuwdveadiaefigndeadueis muluslnaeaiidmun
(Protocol PBZ-NSL)

2, anaNURYaANUNEIVIE

2.1 Wuaounweruiadifinameulunsitedouarinwlsaniausdeine

2.2 flwwdawiznsnuiiseylilude 3 uerlivmmdiamenavduiodeusziuguainm
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3.1 Wuwnnddidemngildfumidesyiiviogdvnsvnumeaniluaioigsmanilsansnds
e
3.2 uwndgFnwasddldfunsueumneanddnasnistsmenalunistiuinisnisinm
Isaumiisvanszuruninszany Mve1 Pembrolizumab audviinedramnzay

4. nsinsitiadulsausisanszazunsnszaey Wadndrwen Pembrolizumab

4.1 spdiinan1snsravinawendiviemeamndsenulin Non-small cell lung cancer uazaiivliny
AsAsuuag (Alteration) vasfiu EGFR, ALK, uay ROS1 luilaowadunds wisludes

4.2 fiansnga9 PD-L1 expression wnniaviewinnu 50%

4.3 fimdngiaduayunisitadusresueslsn 91nManINTIINRREITINGT LATAIIATITNN
Fad3t9dy CT scan wag/v3e MRI scan wisnsisaiunaninsiaidedulasie@unnd (official

report)
5. wanguiidesfiiaysznaunisidadulsn
5.1 nwsadoufivsznausonsdmseTa asesme dnmsseylgwvedias uasununisinm
itaiou .
5.2 swnunantsEde (§i) wieuranisasiamiane 8Ing) uaskan1snsI Biomarkers Auil
seylude 4.1 wos 4.2 Wby official report
5.3 §an1sns1In193e@itads wu Plain film, Ultrasound, CT/MRI scan, Bowed‘m

winu official report
ETOOn .
5.4 N139TIIavelURn1sugIu 1l CBC, BUN/Cr wag LFT
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6.3 n3iiAslify necadjuvant 3o adjuvant treatment § Platinum-containing chemotherapy
sesiindngrumnndinaduayuirfimsanawedlsa (Progressive disease)
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7. wunEiikuni uavsTusaNYeIsine
7.1 wweenriwuan it avesian feil
o \hwiinsnune sndwewiafu 50 Alandu W Pembrolizumab 100 un. saseunsinw
win 3 da
o dwiingreme snami1 50 Alandy W Pembrolizumab 200 un, sissaumsshen N 3 dUami
7.2 ssuzanbiiiu 2 Y (35 soU)

8. faviuvesnnidngauaen Pembrolizumab #aseluil
3 - 8 as 1 % 4 % s
8.1 fhwiiaelaiuengu Anti PD-1 w3 Anti PD-L1 wriay
W4 wd i ¢ . ver 5
8.2 g&}ﬁ'}ﬁ%u autoimmune disease ’a’gl@'iu immunosuppressive therapy
8.3 %ﬂ?ﬂﬁé’%’ﬁ immune-stimulatory agent
' & 8w ) of . 3ol o ax ‘ a g ‘e
8.4 Liuuzilolufaefl significant comorbidities finsinwlianmnsadfinnunmiin usiviali
- O £ g ol - . ATy a4 wo ehl : ;
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9. Mmsvszdlumassnitnisinm
9.1 Ussilluanmghesunsgndvdn vn 3 faivt ludas 3 Weuusn loun Tuiinenis
m3nsaeseme Jgmveditae waskathafedtifinanms¥ne @y rash, diarhea, elevated AST/ALT,
hypothyroidism Wag autoimmune disease s
9.2 Ussdiuwamsdnemn 2 - 3 Weu mslinansineu 3 Weu delilunsvesyi@nimdniwe
GREUEIL

10. inausinaswgaen Uyivenen Pembrolizumab ensaenudieladeniuislui
10.1 ftheitlinsuauesiantsinuiliu progressive disease Tasysadfiumsinwaday RECIST
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10.2 I8ugmsumanive Tude 7
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mMANuIn: 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:

o PS0 - 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

» PS2-you are up and about more than half the day. You can look after yourself but
can’t work

e« PS 3 - you are in bed or a chair for more than half the day. You need help to look
after yourself

s PS4 - you are in bed or a chair all the time and need complete care
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Wedseuuls

1.2 9poiAmailingieA1en Pembrolizumab 31n5¥UY OCPA riswvinsine Tnelanuneuna
amuilouuwnmg gl ua.,awmsamam'suwwmumammmn’]w*za anuluslnroaiiimue
{(Protocol PBZ-MMN)

2. ﬂmau’ummamuwmma

2.1 \Wuanunguaiifien nuwmuiuﬂ'ﬁw%ae;uavﬁﬂm'{*sﬂm«mum'mm

2.2 uummmﬁm“mamu%w‘mwa 3 uag mwm}tamm'zam‘maumwsaamuﬂnmuamm
Ygmunsndiouiiensasieanlsaway/mionisinum

3. qruanUAvesunwnddviinisinm
3.1 Wuwmdidermyildsumidesyidvieydivasnnwmeaniluaivieigsmanslsnuetie
e
3.2 unndginwasdadldfumausunaneangsenislsmeiuialunsliuinisnisinm
{57 Malignant melanoma $iauen Pembrolizumab siudsndwagamuizay

4. inasin153tiadelsa Cutaneous malignant melanoma wWiatdngreen Pembrolizumab
4.1 deailmanisnsravnanwendineauss Cutaneous malignant melanoma
4.2 fivAnguaiuayumaitadeszervedlsn MARaNMATIIIHY B N wasTeslin uay/vie vinm
sentundadndifes uazni1snsianiededifade CT scan waz/wis MRI scan wieuseaunas
n1Insavatedelaeisdunmg (official report)
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53 m'smnmaﬁaaﬁﬁﬁmsﬁugw 1% CBC, BUN/Cr uag LFT
53 n13e329n1aTed@iieds Wy Plain fitm, Ultrasound, CT/MRI scan, Bone scan va3saelsn
3o official report
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6.1.1 Tu Matignant melanoma sesy 3 ﬁﬁm‘snszmeﬂﬂé’asﬁauﬁ'zmém TINNINIFANTIT
foutunanadie Sentinel lymph node dissection uas w38 complete ly
wasdosilnatuiile negative margin
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uavh liAsuat afesone wu %ﬁ?b'ﬂu severe dementia with bed ridden

o
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7.1 unmgndwea i avete dal
o Yhminsaene dandvSewiatu 50 Alandu TWld Pembrolizumab 100 un. #igsauMsine
vn 3 Fuam
: @ F i 2 g 5 v s &
o Jwinsme snnmih 50 Alandu W Pembrolizumab 200 un. dassunsine vn 3 duam
7.2 ms¥awasy feadumsThwnigly 3 @aundinisidn wassseznaliiiu 1 U (17 sev)
7.3 nssnwssesuns nYEate seeznankiiu 2 U (35 sou)
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8.2 mqwfﬂ'ﬁﬂnau autoimmune diseases 7ilsiannsanuAuls mamtﬂwmimumﬂmnﬁasg

9. nMeUsnliunaTEninemsine

9.1 Yssifluanmgnsmuunasgndendn n 3 dUand ludis 3 Weuusn liud Juiineanis
N39S e Yyvmesitae waskat afeaiifseinnsdne wWu rash, diarhea, elevated AST/ALT,
hypothyroidism Wag autoimmune disease sy

9.2 Ysifiunanisihwn 2 - 3 Weu asldnanisinwineu 3 ey welslunnsveayld
nsdndeeedisioly

10. inaugin1sugagn Lingae Pembrolizumab dlersanuteladoniaieieluil

10.1 fUheihinevaussensinvuiiu progressive disease Tnussiunsinyidag RECIST
criteria

10.2 WSugrasumuimun ludo 7

10.3 Wisnathafssaneiiguusesedu 3 - 4 Aliaansoniunsld

10.4 finsiidurestsn autoimmune disease Wiuiler
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LBNATH N

1. KEYNOTE-006 N Engl J Med 2015; 372:2521-2532

2. KEYNOTE -054 N Enel J Med 2018; 378:1789-1801

FDA approved dose adjuvant: https:Z/www. fim@%ﬁm&;&’dm@&g@mﬁ-&a@ databases/fda-

approves-pembrolizumab-adijuvant

MAKuan: 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
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
e PS 3 - you are in bed or a chair for more than half the day. You need help to look
after yourself
s PS4 - you are in bed or a chair all the time and need complete care

Staging
G National : ¥ 3
Comprenensive NCCN Guidelines Version 2.2023 i+ 7o
o Melanoma: Cutaneous gy oo
Table 2. AJCC Prognostic Stage Groups
Clinical Staging {cTNM}® Pathological Staging {pTNM}™
1 N L T N M
Stage 0 Tis NG 0] Stage 0 Tis ND L
Stage 1A Tia NO MO Stage 1A Tia MO Mo
Stage 18 Tib NO MO Tib N Mo
Tza NG 80 Stage 1B 128 NO MO
StageBid  T2b NO M0 Stage IA T2b NO A0
T3a KO MO Tia NO Mo
Stage H8 Tsb NO MO Stage HB Tab NO MO
Téa NO MO Tén NO ]
Stage HC Tab NG MO Stage iIC T4b NO Mo
Stage i AnyT.Tis  2NY Mo Stage WA Tiah, T2a Nita, N2a MO
Stage iV AnyT Any N M1 Stage HIB T0 N1b, Nic M0
. > 2 . Tia/b, T2 Mo, N2b )
“Chnicsl s1agng mchudes micosaging of the primary
: ag;u. . D fat T20, T3a Nisbic. N2ab | MO
metasiases Hy comvention, chaicsl Slagng should be
tmmmrqmmym_wm Stage BIC 1 mm Mo
xlggwm for ragianal and g:::;:m Note Tiat, T2am, T3a N2c, Niab/c MO
that pathological suscsement primary melanoma T3k, T4a Any N a1 Mo
usad i
e R e e e Téb Niaibic, Nza/ic Mo
dislant melastasis aiso e included. Note there s ooly Stage WD Tdb Niabic 80
o Stage groud for clincal Stage B malantma, 8 W Ay T, Tis Any N e
e i staging Fchu staging of the prmary melancma, nckading any sdditional stagng

ﬂmm ihe wide-exCision {m:mmmmprwymmmmwmm
mmmwwmmmmm therapedic lymph note

siaging: use NG to BsSign palhological skags
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