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THAI FDA / US FDA : “ﬁ’ﬂga%uﬂ
[ Patients with unresectable or metastatic melanoma O ecoc performance status O - 1

[ Patients with metastatic NSCLC whose tumors express PD- O Life expectancy > 3 month

L1 (TPS greater than or equal to 1%) as determined by an O Adequate haematological, hepatic and renal function
FDA-approved test, with disease progression on or after o HB>9g/L,

platinum-containing chemotherapy. Patients with EGFR or O Platelet >100,000/mcL ,

ALK genomic tumor aberrations should have disease O ANC >1500/mcL

progression on FDA-approved therapy for these aberrations o Total bilirubin <1 ULN

prior to receiving pembrolizumab. (Single agent, second- o AST/SGOT <1.5 ULN
line treatment or greater) o ALT/SGPT <1.5 ULN
US FDA : O Alkaline Phosphate < 2.5 ULN
[ Patients with metastatic NSCLC whose tumors have high o CrCL > 30 mL/min
PD-L1 expression (Tumor Proportion Score [TPS] greater o INR, PT, APTT < 1.5 ULN
than or equal to 50%) as determined by an FDA-approved o TSH normal

<

test, with no EGFR or ALK genomic tumor aberrations, and | 1ﬂﬁnqqgﬁqmijﬂ/qqqLLmuﬁqmﬁﬁudi@ﬁqﬁqlﬁuuum‘

no prior systemic chemotherapy treatment for metastatic | ”iniﬁ?umﬁnmgﬁﬁm"u 3138 systemic corticosteroids
NSCLC. (Single agent, first-line treatment) O 'ifisedRnnsifin interstitial lung disease Nnauntini
[ Patients with metastatic nonsquarmous NSCLC i 1A 5UnissnEnnZha e lutlaqiis

(Combination with Pemetrexed and carboplatin, first-line
treatment)*

[ Patients with recurrent or metastatic head and neck
squamous cell carcinoma (HNSCC) with disease
progression on or after platinum-containing chemotherapy.*

O adult and pediatric patients with refractory classical
Hodgkin lymphoma (cHL), or who have relapsed after 3 or

more prior lines of therapy.*

*This indication is approved under accelerated approval based
on tumor response rate and durability of response. Continued
approval for this indication may be contingent upon verification

and description of clinical benefit in the confirmatory trials
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Ref.1. Keytruda® (Pembrolizumab) prescribing information. 05/2017.

2. NCCN Guidelines version7.2015 Non-Small Cell Lung Cancer.
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