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Primary Endpoint: ORR, safety & tolerability

Secondary Endpoint:PFS, OS, duration of response
Type of prior therapy*

Phase |b multi cohort study(20 cohorts) Chemotherapy 24 (100)
Radiotherapy 1(4.2)
Investigational tyrosine kinase inhibitor 1(4.2)
Evaluable Other investigational therapy 1(4.2)
_ Prior chemotherapy type*t
Entry n=163 # PD-L1 n=1456 Cisplatin/carboplatin plus etoposide 24 (100)
Irinotecan or topotecan 11 (45.8)
Taxane 7(29.2)
* Lines of prior therapy#+
1 3(12.5)
.y 2 12 (50.0)
SCLC or NEC Positive >3 9 (37.5)
n=23 n=1 PD-L1 n=46
(31.7%) median median
b N AVAN . .
(LFEE O Time to duration of ORR Grade3-5AE
NIRRT IEEE * response response
n=24
& B2/ iR fhiE :
SR NS Pembrolizumab
. PD-L 1 & 10mg/kg every 2weeks 2.0 F 19.45 F 33.3% 2/24
24 months or until PD
(TPS=1%) historical response rates of 7% to 24% for topotecan
1 patient ; CR
7 patients ; PR gsthenia (nh = 7)
mPFS 1.94 F 1 patient ; SD
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Reasons for exclusion
Did not meetinclusion criteria

16.

Patients screened
for PD-L1

(N = 163)

Nonevaluable
(n = 18)

Samples evaluable
for PD-L1

(n = 145)

Patients positive
for PD-L1
(n = 46; 31.7%)

(n=15)

Known active CNS metastases and/or (n = 3)

carcinomatous meningitis
Had a history or current evidence
of any condition, therapy, or

n=2)

laboratory abnormality that might

confound study results
Stratification cap met
Other

PMID: 28813164 (PD1/PDL1-157)

n=1)
(n=1)

Patients treated as
of June 20, 2016

(n = 24)

Table 1. Patiant and Disease Characternistics at Baseline

No. %) of Patents

Charactenstic In = 24)

Median age, years (range) 60.5 (41-80)
Sex

Male 14 (58.3)

Faemale 10 (41.7)
Ethnicity

White 13 (54.2)

Asian 3125)

Not specified 8 133.3)
ECOG performance status

0 /129.2)

1 17 (70.8)
Stable brain metastases 312.5)
Histology

Smalkcell 23 195.8)

Neuroendocrine 114.2)
Type of pnor therapy *

Chamaotherapy 24 1100)

Radwtherapy 114.2)

Investigational tyrosine kinase inhibitor 114.2)

Other investigational therapy 114.2)
Prnor chemotherapy type*t

Cisplatin/carboplatin plus etoposxie 24 1100)

Innotecan or topotecan 11 145.8)

Taxane ! 129.2)
Linas of prior therapy$

1 312.5)

2 12 150.0)

=3 91(37.5)

Abbraviation: ECOG, Eastern Cooperative Oncology Group.

‘Patients could have received = 1 types of pnor therapy.
tNot all pnor therapies are listed.
tIncludes adjuvant and necadjuvant therapies.




Table 2. Treatment-Related Adverse Events

Adverse Event and Grade No. (%)
Any 16 (66.7)
Arthralgia

1 3(12.5)

2 1 (4.2)
Asthenia

1 2 (8.3)

2 1 (4.2)

3 1 (4.2)
Rash* 4 (16.7)
Diarrhea* 3 (12.5)
Fatigue* 3(12.5)
Dry skin* 2 (8.3)
Insomnia*® 2 (8.3)
Excessive tearing”* 2 (8.3)
Myalgia

1 1 (4.2)

2 1 (4.2)
Nausea* 2 (8.3)

NOTE. Experienced by = 5% of patients regardless of grade.
*Grade 1 only.

Table 3. Confirmed Efficacy Results (investigator-assessed) in the Total
Population
Value of Patient Population
Efficacy (n = 24)
ORR*, No. (% [95% CIJ) 8 (33.3 [15.6-55.3))
CR, No. (%) 1(4.2)
PR, No. (%) 7 (29.2)
SD, No. (%) 1(4.2)
Median DOR, monthst (range) 19.4 (= 36 to = 20.0)
Median TTR, months (95% CI) 2.0(1.7-3.7)
DCR#%, No. (% [95% CI]) 8 (33.3 [15.6-565.3))
Progressive disease, No. (%) 13 (54.2)
Not evaluable, No. (%) 2 (8.3)
PFS
Events, No. (%) 20 (83.3)
Median, months (95% CI) 1.9 (1.7-5.9)
Six-month rate, % (95% CI) 28.6 (12.447.2)
Twelve-month rate, % (95% CI) 23.8 (9.1-42.3)
OS
Events, No. (%) 15 (62.5)
Median, months (95% CI) 9.7 (4.1-NR)
Six-month rate, % (95% CI) 66.0 (43.3-81.3)
Twelve-month rate, % (95% CI) 37.7 (18.457.0)
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