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(Protocol PBZ-NSL)
(mamilsdansudsy@nans 9 na 0416.2/2 375 aetuil 27 figuisu 2567)

1. szuvaysiinisiindiednen .

LA ’lﬁamuwmmadwﬁaﬁaLL’A’]’Q'§'1a%aLwaETQ’ﬁ'mﬁ%’ﬂmsiawmmmﬁﬂw Toyinanuaumnug
Weidssuuld

1.2 voaysliin1aiing ea1en Pembrolizumab 9n3suy OCPA fawinnssnu Tnelianunweuia
amztiouwwng duae uazdefoyanenisuwndvesiiisignieniuaie mulusinneadfimua
(Protocol PBZ-NSL)

2. auduiRvasanIungIUa

2.1 Wuanuneuiaifimumienlunisitadouas fnulsamausdine

2.2 fwwmdiawgnesmuisyylilude 3 uasiuwndiamznsarvrdudmdonszimguainu
Tamunsndauiienssiiaanlsauas/mienissnu

3. AuUANTAYDIUNNGFNINI5TnEN
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4. wnainsaiiadelsauziSelanszesunsnszane wWeardndwen Pembrolizumab

4.1 foliNan13nTIIMNNe13Ine1wpuzi wonuiin Non-small cell lung cancer wasnsaaliny
AmUABuLUaY (Alteration) vasEiu EGFR, ALK, waz ROST Tuilloifawaduside visluden

4.2 fnan13n399 PD-L1 expression 11nNIMsawindiu 50%
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nwiou official report
5.4 13519 evinauURNs LG W CBC, BUN/Cr wag LFT




6. Foulunendtinuaan1siingaeren Pembrolizumab feeluil
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way 4.2
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AU 4.1 uay 4.2 uaglinauausssosnaividanInsgiu Platinum-containing chemotherapy
wneuua uazliireldfueingy Immunotherapy ey

6.3 nadifieelisu neoadjuvant %38 adjuvant treatment A28 Platinum-containing chemotherapy
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‘Vlﬂ 3 dUnvi

o 1iwninsrame snnndh 50 Alangu W Pembrolizumab 200 wn, dessumssng nn 3 dUa
7.2 sgpgnmldiiu 2 U (35 sev)

8. dadruvesmsiiindnedien Pembrolizumab fasaluil

8.1 fthefiagld3ueangu Anti PD-1 wie Anti PD-L1 1nriou

8.2 Q"I‘J’Jaﬁﬁ autoimmune disease #3U immunosuppressive therapy

8.3 Qﬂaaﬁiﬁ%’u immune-stimulatory agent

8.4 laJLLuzﬁﬂﬁmTuﬁﬂwﬁﬁ significant comorbidities ﬁmﬁ'ﬂm‘lﬁmmsmﬁmmmw%‘?m wAvinlv
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Aol

10. ineuafnnsugaen Wiy Pembrolizumab lonsanudelateniiolud

10.1 fUrsitlineuausssenisinundu progressive disease TngUssiiiuntsdnudaeg RECIST
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10.2 laSuenasunnurivun Tude 7
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4. SNPNUNANIATIINWWBIU{URNS

ATANUIN: 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:
* P50 -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 P52 - you are up and about more than half the day. You can look after yourself but
can’t work
e PS5 3 - you are 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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4. wuain1s3fiadelsn Cutaneous malignant melanoma eidnsnwen Pembrolizumab
4.1 ARiNANIINTIINWNYBIMEI9D9 Cutaneous malignant melanoma
4.2 findnguaivayunmitadoszezvetlsn MnuanInsImanesinewesseslse waz/mse U3
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WWNATTD1994
1. KEYNOTE-006 N Enel 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-appravals-and-databases/fda-

approves-pembrolizumab-adjuvant-treatment-melancma

A1ANUIN: 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:
» P50 - you are fully active, more or less as you were before your illness
* PS5 1-youcan’t carry out heavy physical work, but can do anything else
* PS2-youare up and about more than half the day. You can look after yourself but
can’t work
* P53 - you are in bed or a chair for more than half the day. You need help to look
after yourself

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

Staging
National ; i
| Comprehensive NCCN Guidelines Version 2.2023 Rl e
Cancer Melanoma: Cutaneous ~ Discussion

Network?®

Table 2. AJCC Prognostic Stage Groups

Clinical Staging (cTNM)* Pathological Staging {pTNM)** )
T N M T N M
Stage 0 Tis NO Mo Stage O Tis NO Mo
Stage IA Tla NO MO Stage 1A Tia NO MO
Stage IB T1b NO Mo Tib NO Mo
T2a NO Mo Stage 1B T2a NO Mo
Stage 1A T2b NO MO Stage llA T2b NO MO
T3a NO MO T3a NO Ma
Stage IIB T3b NO MO Stage lIB T3b NO Mo
T4a NO MO Tda NO MO
Stage HIC T4b NO MO Stage lIC T4hb NO MO
Stageill  Aay T, Tis N1 MO Stage WA Ttalb, T2a N1a, N2a Mo
Stage IV Any T Any N M1 Stage 1B TO N1b, N1c MO
& e ¢ £ 2 Tiab, T2a N1ibfc, N2b MO
Clinical staging includes microstaging of the primary
melanoma and clinicaliradiotogic/biopsy evaluation for T2b, T3a N1a/blc, N2ab MO
melastases. By convention, clinical staging should be Stage IC T0 N2bfe. Nable MO
used after biopsy of the primary melanoma, with clinical i
assessmant for regional and distant melastases. Note Tla/b, T2a/b, T3a  N2e, N3afbic MO
1hal pathological assessment of the primary m?iamma T3b, T4a Any Nz N1 MQ
is used for both clinical and pathological classification
Diagnostic biopsies to evaluate possible regional andfor T4b Nta/blc, N2aiblc Mo
distant melastasis alsq are included. Note there is only Stage HID T4b Nlablc MQ
one stage group for clinical Stage Ill melanoma Stage IV Any T, Tis Any N M

**Pathological staging includes microstaging of the primary mefanoma. including any additional staging
nformation from the wide-excision (surgical) specimen that constitutes primary umer surgical treatment
and pathological information aboul the regional lymph nodes after SLN biopsy or therapeutic lymph node
dissection for clinically evident regional lymph node disease.

TPathological Stage 0 and pathological T1 wilhout clinically detecled regional of distant metasiases
{pTisipT1 cNO cMO} do not require pathological evaluation of lymph nades Lo comp?ete pathological-.,
slaging, use cNO to assign patholegical slage.
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