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B Indication
Malignant melanoma, unresectable or metastatic disease with progression
following ipilimumab or a BRAF inhibitor (1f BRAF V600 mutation-positive),
Gastric cancer, head and neck squamous cell, Hodgkin lymphoma,
microstatellite instability-high cancer, Non-small cell lung cancer,
urothelial carcinoma, Merkel cell carcinoma

B Dosage and administration
IVF (>30 minutes): 2 mg/kg once every 3 weeks until disease progression or
unacceptable toxicity.

B Dose Modifications: SHEIfERAEMH
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EHFFE 2.6 (B (HE: 4 X2 (H#IE: 4241 X) & FHIIERVEIE -
3.6{EH) - BFE 0 METIEE 4R AEHEH
pembrolizumab - {HEEFT4EEEI&AN 3 4R&EHS
RS - K AIREE R 12 N
MR E 2 EU(K prednisone < 10
mg/day ° AKASFH -
4 WREERG R . K ASEF pembrolizumab ¢ 3f7
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FFFEEUTIEE baseline BUER I 50% BEEE
12 8N - SR 2 — AR e (K
prednisone < 10 mg/day (= EAIH =
SRS EEERS ) > Al pembrolizumab FEK A
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3F 4 GAFR: Sk ALFH pembrol izumab
W4ET prednisone = 40mg/day JAHE » %
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e —afa# /) prednisone < 10 mg/day
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W4E T prednisone = 40 mg/day &%
2R VT & o

FIRBRIHRESE | 1. FROIRRRARRE U 34 3 &R DLEHARBRIEEE TUAE . pembrolizumab
" 1.2% > PR HgER 1.5 (8 H =] > 45T prednisone = 40
(HEE: 0.522.1{8H) %&£ mg/day JEFE FMTITE VIR JaEE
Frag2 8 {E H (#iE: 0.9%6.1 WEREE—4) - A EA
f@H) - pembrolizumab ; J&F 12 AN » HENEFE
2. FRHRAERE(R TS . 4% FE &V prednisone < 10 mg/day -
8.3% » “FH %% 3.5 (E H R ZAEH -
(& : 0.7 HZE19EH) % 4 R DL EGIRRRARE TOHE . kAR 0 Wi4S
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Generalized Lab data —f&iaEnsds

APTT >ULN-1.5 x ULN

>1.5-2.5 x ULN

>2.5 x ULN;
bleeding

Amylase elevation [SULN to 1.5 x ULN

>1.5 to 2 x ULN
2-5x ULN (#EHERR)

>2 to 5 x ULN
>5 x ULN (FESER)

>5 x ULN
iR)

(HIE

Lipase elevation [SULN to 1.5 x ULN

>19/to 2_aTULN:
2-5x ULN (fEEfEAR)

>2 to 5 x ULN
>5 x ULN (FESER)

>5 x ULN (BIER)

Akl SULN - 2.5 x ULN
aline N
hosphatase (ALP) [P UREIERS | o o N b5 - 20 x N 20 x UIN
0S atase . - X - X X
PROSPRE 1.5-3x EERE{ER:
elevation .
ANIEHE
AT elovati SULN to 3 x ULN
elevation -
(alani RFEFEEIER >5 to 20 x ULN  [>20 x ULN
alanine (0] X X
. 1.5-3x A ERE  [v4: >3 to 5 x ULN
aminotransferase) -
ANIEHE
AST elevati SULN to 3 x ULN
clevation
(Aspatat RZEGEEIER, >3 to 5 x UIN >5 to 20 x ULN  >20 x ULN
spatate (0] X (0] X X
P 1.5-3x ELR{E S
aminotrnsferase) e
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FEV1% 99-70%
FEV1 _ FEV1% 60-69% FEV1% 50-59% <=49%
(predicted)
>SULN-2.5 x ULN
) If baseline was
GGT elevation
normal, 2-2.5x
(Aspatate ) . >2.5-5 x ULN >5 -20 x ULN >20 x ULN
) baseline 1f
aminotrnsferase) _
baseline was
abnormal
=
>1.5-3 x baseline; >3 x baseline;
Cr SULN-1. 5xULN >6xXULN
1.5-3 x ULN >3-6 x ULN
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Hypophysitis SR B EPE;?FT%?BT@L@ﬁ RENFEERE  |[FLEdaEk BEs
B TR R AR EEREEET (A IR ES (A AT d R -
B AFEBEREN | LEH l%@f]ﬁﬁbjj o|fE R ; TR EE
A ¥R > HEAEE
HEIRE IR ©
Fever ) ) ) ) >40°C (104°F) for >40°C (104°F) for
38°C to 39°C >39°C to 40°C
Eiye <24 h >24 h

Antigen
presenting
cell

AEMERSE AR

cD28

Inhibition

nivolumab, pembrolizum

Anti-PD-1 antibodies:
ab
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Anti-PD-L1 antibodies:
MPDL3280A, MEDI4736
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