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uuameiifunisiingneden Pembrolizumab dausld Tsauzidwenssozuninizany
#insaslainuaruAsuuyas (Alteration) vesdiu EGFR, ALK uaz ROS1
(Protocol PBZ-NSL)
(raniedensadny@nans 7 ne 0416.2/2 375 asiui 27 Siquaeu 2567)

1. sruuaiAn1aindeAnen

1.1 W\'anwwmmaémﬂaﬂaué’nwﬂauwv;é{{
Watdszuuld

1.2 vaayianindndruAnen Pembrolizumab 3nszuu OCPA fauvinsinm Taglianuneuia
amzilyuunng g uaza’aﬁagamqn'\‘suwwéuaaéﬂwﬁqnﬁ'auﬂuﬁe auluslamsaiifvun
(Protocol PBZ-NSL)

Amsihwademizseuiinsudydnanaueuving

2. AuANURAYDIEINUNEIUIA
oot » am o o~ -
2.1 Wuaanwmewianianundsulunisidsdonarinwilsanimsiding,
- «

- « - v o o v ] o~
2.2 fiuwndianisnumunseylilude 3 wasliunndianiznatvidudmiauaziuguainm
- -
Unywunsndeunanauiinainlsauas/viansinw

3. guanUAvswnwnddhinaihm
3.1 WuwmdfFnmgildsunidesuliviojdvasmnummsaniluaivieiysmandlsauzite
e
3.2 uwndginwadaslasunisuauvungandsinisnisisameutalunisiiuinisnisine
Tsnuzifavnnssezuninizans daue Pembrolizumab audyrinesramunzgay

4. nausimsitedelsaundevanssuruninszane eidndreen Pembrolizumab
4.1 fipsfinan1InTIamnme s inerveusiialenviin Non-small cell lung cancer waznsitliny
AuABILas (Alteration) vBsBu EGFR, ALK, uay ROS1 luiinidaiwadusids wisluiden
4.2 finan139573 PD-L1 expression unnImiawiniu 50%
4.3 findnguatuayunisidedesrezeeilsa 31NNaNIATIINIINGIZINGT LATNIINTIIN
$1d319db CT scan uar/v389 MRI scan wisusiearunanisnsvitdadolnededunnd (official
report)

5. ingruiidesfiievsznaun1sitedelsn
5.1 nwsudouniusznousensénuseid asaesene Smsseylywisesine azuwunsinw
ivou '

5.2 9891uKan1sEdn (§13) wieuran1InTIanme 3ine) uakan13sIe Biomarkers muf
seylude 4.1 uar 4.2 udu official report

5.3 wan130 57N ed@3lede 1y Plain film, Ultrasound, CT/MRI scan, Bone soulsa
wisu official report

5.4 mwswmqﬁawﬁﬁﬁmsv{uﬁ'\u \u CBC, BUN/Cr uag LFT




6. RaulunnadtinvasnadnituAtwn Pembrolizumab sesioluil

6.1 Wiusrwuwsnlulsauzidwenssssunsnsyarefiinan1sasianimesinemude 4.1
wae 4.2

6.2 Wilhuground 2 wie 3 lufihslsausdwenszovunsnszawiiinanisnsranme §inen
mude 4.1 uax 4.2 warhimsuausissnaiiviaunsgiu Platinum-containing chemotherapy
wirpuud warlireldueingu immunotherapy sneu

6.3 ns@nweldTu necadjuvant w3e adjuvant treatment #1ae Platinum-containing chemotherapy
Aaadindngrumwadinaivayuitiinisgnatuyeslsa (Progressive disease)

6.6 fnesasegluanmiudauss ECOG 0 - 2 (mauwan)

7. yuneniiuunil LATSIEENATYBINTSINEN
7.1 vwewrivusnaiwiindavesdtos feil
o Ywninsnne Andwiemiatu 50 Alandu W Pembrolizumab 100 un. siasaumsinw
vn 3 dUamt
o twninswene wnnnia 50 Aland WE Pembrolizumab 200 un. siessunsinw yn 3 s
7.2 sspznabiiiu 2 U (35 o)

- . 1 & » P-4
8. tevuvasn1iiinieden Pembrolizumab Refaluil
v - v ' . - " «
8.1 guheniaelaiueingu Anti PD-1 w38 Anti PD-L1 winau
w4 o 3 3 _\ Ve o 3
8.2 Q\J'me autoimmune disease YilasU immunosuppressive therapy
8.3 éﬂwv’ﬂé’%’u immune-stimulatory agent
' R f Ao 4 AR P Y ' - - S
8.4 hivusiWunlugUaend significant comorbidities T s¥nwliannsaiingunmdin uivilli
- % - ' vy - . " N - v '
WNANAYIUALIINGT (U 'lucdﬂww severe dementia with bed ridden magﬂ'wmummm
< - - LY T o
deasousneamsisanisanstradsaliianainnisinwld

9. nMsuszdiunaseninnisine

9.1 UssdiuanmgUagauunsgiuividn va 3 dUavt lurae 3 ieuwsn liud Juiineanis
M3952951eme Yvvaeitne uazkad uAeaifinainnsine 1y rash, diarhea, elevated AST/ALT,
hypothyroidism War autoimmune disease (Husfu

9.2 Usvdiunamsinymn 2 - 3 ey msliramsinwineu 3 Beu welilumsveeyiinmdng e
afaaly
10. insusfn1mgas Wivgaw Pembrolizumab dlenmanudsladevilaeislui

10.1 u"{ﬂmﬁlﬂmauaumm’ams%’nmxﬁu progressive disease lagyUssifiun1sinwiaay RECIST
criteria

10.2 Wiveasuauimua lude 7

10.3 iaradhafganngisuussedu 3 - 4 Aldannsomueuld

10.4 finnsindureslsa autoimmune disease \Fuiiiiog
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1. dnunvsadourunGunsifedelsauiaen Usznaudie YudingUngusniissymungves

~ w ~ & . W 4 ' ~ - L L Il
m3dneuazuumsine Ussiiwasvangunisinemmuguaiiviaiduw Juiinnsenea (073
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2. TIBNURANIINEBRINA TINTINAN1TATIY Molecular/Biomarkers il
3. swnuwanisaaneididedulaeSedunmd
4. WAUHANINTIINMBIUFTRMT

NIANUAN: 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 PS 1 -you can’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

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




Afideundan 2

wumtatunsidingreaae Pembrolizumab $ousld Tsauzidafiawis Malignant melanoma
(Protocol PBZ-MMN)
(numisdensudydnats # na 0416.2/2 375 asduil 27 fiquinu 2567)

1. szuvayliRnsndneAten

1.1 Wanwumweruradaviisdoudasnotounmdy Mnsinywenisrufinsulyinarweumney
Weitrszuuld

1.2 voeiAansiind1wAne Pembrolizumab 91n5¥UU OCPA fawvimsing Inglianungiuia
amzfuuuwd fUae wavdstayanienisunnduasdiaefignieaduais nmluslnneaiiimun
(Protocol PBZ-MMN)

2. ANAUURYBIANTUNLIUIA

2.1 Juanungraniamuwienlunsitedouasinwilsamauaieingn

2.2 fluwndianrznsnuitszylilude 3 wasiiuindanizniaidudmisuazimguainem
Yymunsndeuiionsuinanlsauay/visnisinem

3. puaulAvauwnddrianaiinen
v - Alyv “ - - - “
3.1 Duwwdditenmgilifunldseyiinisydvnsnnuwneaniluaiviengsemanilsauviia
Tnen
3.2 unwngdnwrnzdndldiunisusumneaingsruisnisisawevialunishivinimisinm
15A Malignant melanoma #7881 Pembrolizumab awuivndinedamuizan

o v od a4
4. \nausin1sitindulsm Cutaneous malignant melanoma WalwnIwy1 Pembrolizumab
4.1 ApailvanInsIIMIINY T Ine1wee Cutaneous malignant melanoma
4.2 fivdngruaivayumsifadossorvedlsn Pnuansasmane s ingwesseslsa warAmie Uinm

apxuvdndlndiAns uarnisnsran1eid@idady CT scan waz/vis MRI scan wiausisuna
n1395293 98 lneeduwnd (official report)

5. wéngwidesiiieysznauntsitiadelse
) 5.1 nsudsuiiusznoufun1sdnusz iR asesume fimsseylgwivesgiths uazusunisshw
ndau

5.2 SIEUNANSHIFANSBUKANIINTIINNNETT VYT

5.3 mimmmaﬁ'amﬁtﬁmiv{u‘gw tfu CBC, BUN/Cr uay LFT

5.3 n13n529n 18 5e@309dy 1y Plain film, Ultrasound, CT/MRI scan, Bone scan ¥8358813A
w¥ou official report

6. Goulumndinvesmailininudnen Pembrolizumab fassluil
6.1 Idlunisinwuasu

6.1.1 Tu Malignant melanoma sz 3 #nsnszasludepuiindes 9ann1stFanT9

AoutMAnadiy Sentinel lymph node dissection kaz w3n complete ly

- : .
uazsoadinafuilie negative margin




6.1.2 Wns@Rdu in-transit recurrent iawnsaedald wiosvuzuninaztefiawnsonn
sonldvusuazlifiseslsauda
6.2 Wlumsinwlsa Malignant melanoma srEEUNsNsTAERawATaRdald
6.3 m]'wmmaejuamwmmuu ECOG 0 - 1 (nAwuIn)
6.6 Laiuuy m'lwm'luudwwu sxgnlﬁcant comorbidities vm'mnm'lummmmnﬂmmw%m
usvhliAasad afee9Inen 1wu Uasfill severe dementia with bed ridden

7. YUIAEILE LASTEEEIAUBIMSTNEN
7.1 'umnmmwmmuuwunmvmumu oot
o thminsranie dndvdewiaty 50 Alaniu WY Pembrolizumab 100 un. daseunisine
VN 3 dUsmi
o Jwnininme wnnma 50 Alandu W Pembrolizumab 200 un. siaseuntsinm yn 3 dUamv
7.2 my¥neasy Feadumsinenislu 3 ilsundinstindn wasszagnalbitiu 1 0 (17 seu)
7.3 MsSnwssezuwsNI¥aw seurnatbiinu 2 U (35 sev)

) ] i\ o~ 1 J
8. Yavuvainininidaudien Pembrolizumab fesialull
v - v ' 3 -y 3 '
8.1 gtheimelafugangu Anti PD-1 w3a Anti PD-L1 aripy
y - ' . . l y v a9 [ var -
8.2 auniilsangu autoimmune diseases ﬁlummsomuqu‘lm mamti‘luﬂmlmumnﬂquag

9. MsUssdiuNasEwINMISnw

9.1 UszilluanmgUisauunsgruivndn vn 3 dUani lugie 3 wWeuusn laun Yuvinents
mins9sene Ygywrwesdiay wasataAEiRA9INNST W WU rash, diarhea, elevated AST/ALT,
hypothyroidism wag autoimmune disease 1usuy

9.2 Usaiflunanisineamn 2 - 3 ey msldanisinuireu 3 Wou tieldlunisvesysla
msdndreeniaoly

10. incusintangaen Wingme Pembrolizumab Wemsiawudeladonieuialus

10.1 flheitlhinovaussdenisinw i progressive disease lngUsufiunisinuadag RECIST
Criteria

10.2 IWduenasumurimun lude 7

10.3 (finradnaifaningafiguusessiu 3 - 4 Aliamnsonusule

10.4 finsrinduredlsn autoimmune disease (infidoy

NANYIN: 1IBNETTUIEABUNITATIVADY
1. dnnvsadsusnusidunisifedslsa Malignant melanoma Ussneausie ﬁ’uﬁnc‘iﬂmnanﬁsz
Wnungreanisinwuarununisine Useinuay wanmumssnmmummumwmmum ﬁ'uﬁ
mMswada ()
2. swnuuavmwuﬁvfwuo\ TdINanN15nII9 Molecular/Biomarkers ﬁﬁ
3, FwnuRaMInIIRIFTuulno S dunnd
4. TIBNURAMINTIIMMBUFURNS




(ONATONDY

1. KEYNOTE-006 N Engl J Med 2015; 372:2521-2532
2. KEYNOTE -054 N Engl J Med 2018; 378:1789-1801
FDA approved dose adjuvant: https://www.fda.gov/drugs/drug-approvals-and-databases/fda-

- i - H '\

- ni-

nAluan: 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

« PS1-you can’t carry out heavy physical work, but can do anything else

s 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

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