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ABSTRACT

Background: Pembolizumabis an immune check-point inhibitor to be targeted for Programmed cell death
1 (PD-1). It has been shown promising efficacy to various types of cancer. In Vietnam, pembrolizumab has
been available since early of 2018. We has performed to treat certain types of cancer with pembrolizumabby
now, herein we report the early experience with pembrolizumabin single institute in Vietnam.

Methods: From 15t January 2018 to 31t October 2018, total 19 patients was treated with pembrolizumab.
Among 19 patients, 12 patients were evaluable and we analyzed their clinical outcomes, and response was
determined by RECIST criteria version 1.1.

Results: Among 12 evaluable patients, males are 4 and female are 8; and median age was 61 years
(range, 34~76). Most common disease was lung cancer (n=6) and others are gastric cancer (n=2), head
and neck cancer, colon cancer, lymphoma and melanoma (each n=1). Every patients were stage IV or
relapsed status, and 11 of 12 patients had been treated with at least one kind of chemotherapy before
pembrolizumab. Response rate of total patients was 58.3%(7/12) [complete remission: 16.7% (2/12), partial
response: 41.7%(5/12)]. Stable disease was 8.3%(1/12), and progressive disease was 33.3%(4/12). Disease
control rate was 66.7%(8/12). Median progression free survival was 7.2 months (range, 0~15.6). Median
overall survival was not reached. Among responders (n=8),most of them (7/8) showed the response within
3 cycles of pembrolizumab. Serious adverse event was not found except one patients who experienced
grade 2 dermatomyositis, which are improved by steroid treatment and withdrawal of pembrolizumab.

Conclusion: According to our early experience in Vietnam with pembrolizumab, the clinical outcome
was promising and comparable to global data.Long term follow-up and more patient’s enrollment to analyze
the efficacy and toxicity of pembrolizumab are required.

I. INTRODUCTION

The successful development of therapeutic
agents targeting the PD-1/PD-L1 (programmed cell
death-1/programmed cell death-ligand 1) axis has
been a major therapeutic advancement in oncology.
Pembrolizumab is the first anti—-PD-1 agent to be
approved by the US Food and Drug Administration
(FDA). Pembrolizumab was also approved for use

in melanoma in Australia, Israel, Korea, Macau, and
the United Arab Emirates and was recently recom-
mended for approval in the European Union [1].
From the early of 2018, pembrolizumab was also
approved in Vietnam, and our institute started to use
pembroizumab for various malignancies. Herein,
we reported the clinical outcomes of the patients
treated with pembrolizumab in our single institute.
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II. METHODS

From 1% January 2018 to 31% October 2018,
total 19 patients were treated with pembrolizumab
in our institute. Among 19 patients, 7 patients were
not evaluable because of follow-up loss or early
death without response evaluation. Therefore, 12
patients were analyzed for the clinical outcomes
and toxicities retrospectively. Two of them had
started to be give pembrolizumab before our
institute. Including them, median follow-up
duration for pembrolizumab is 7.9 months (range,
2.7~20.5).

Response evaluation was determined by RECIST
criteria version 1.1., and survival analysis for overall
survival and progression free survival were done by

Kaplan-Meier survival analysis.

III. RESULTS

Among 12 evaluable patients, males are 4 and
female are 8; and median age was 61 years (range,
34~76). Most common disease was lung cancer
(n=6) and others are gastric cancer (n=2), head and
neck cancer, colon cancer, lymphoma and melanoma
(each n=1). Every patients were stage [V or relapsed
status. Two patient were given with pembrolizumab
as a first-line chemotherapy for stage IV lung
cancer and melanoma. Other patients had been
treated at least one kind of chemotherapy (median
1.5, range 0~4) and 5 patients had been treated with
radiation before pembrolizumab. Ten patients were
checked for PD-L1 expression and/or microsatellite
instability (MSI) status before pembrolizumab, and
all of them were positive for these test [PD-L1 (+),
n=9; MSI-high, n=1].

Response rate of total patients was 58.3% (7/12)
[complete remission: 16.7% (2/12), partial response:
41.7% (5/12)]. Stable disease was 8.3%(1/12), and
progressive disease was 33.3%(4/12). Disease control
rate was 66.7% (8/12). Median progression free
survival was 7.2 months (range, 0~15.6). (figure 1)
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No one died during follow-up period, therefore
median overall survival was not reached. Among
responders (n=8), most of them (7/8) showed the
response within 3 cycles of pembrolizumab. Basic
characteristics and clinical outcome was shown in
Table 1.
Serious adverse event was not found
except one patients who experienced grade 2
dermatomyositis, which was improved by steroid

treatment and withdrawal of pembrolizumab.

IV. DISCUSSION

Anti-tumor activity of pembrolizumab to
malignancy is various according to histology
and molecular genetic properties. In advanced
lung cancer patients, the response rate for non-
small cell lung cancer among PD-L1 positive
was around 45% and small cell lung cancer was
about 33% [2-3]. In our study, 3 of 6 (50%) of
lung cancer patients showed partial response.
In gastric cancer patients, response rate with
pembrolizumab was 15%, and our study showed
1 of partial response and 1 of stable disease [4].
In head and neck cancer, response rate with
pembrolizumab was about 18% and our one
patient showed progression within 3 months.
[5] In melanoma patients, response rate with
pembrolizumab was about 22% and our one
patient showed partial response [6]. Especially,
two patients with extranodal NK/T cell lymphoma
(ENKTL) and relapsed colon cancer patients
showed complete remission. In ENKTL patients,
there are limited number of studies and response
rate seems to be about 50% [7-8]. In colon cancer
study, response rate was about 40% [9].

Adverse event was generally tolerable for all
patients except one patient who experienced grade
2 dermatomyositis. The patient was treated with
steroid and stopped pembrolizumab, and then the
skin rash, weakness, and elevated muscle enzymes

were improved [10].

Journal of Clinical Medicine - No. 54/2019



Hue Central Hospital

V. CONCLUSIONS
According to our early experience in Vietnam with

pembrolizumab, the clinical outcome was promising

and comparable to global data. Long term follow-up
and more patient’s enrollment to analyze the efficacy

and toxicity of pembrolizumab are required.
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Figure 1. Progression free survival.
Median progression free survival was 7.2 months (range, 0~15.6)
Table 1. Basic characteristics and clinical outcomes of the patients
) . Response PFI Survival
No. | Sex/Age Diagnosis | PD-L1 (%) | MSI | Response
cycle (month) (month)
1 F/71 Lung 20 ND PD 2.3 9.8
2 M/68 Lung 55 ND PD 2.1 7.7
3 F/55 Lung 20 ND PD 2.1 3.9
4 M/64 Lung ND ND PR 3 8.6 8.6
5 M/60 Lung 60 ND PR 3 6.0 9.2
6 M/53 Lung 90 ND PR 3 7.2 8.1
7 F/59 Stomach 21 Low SD 4 3.5 3.5
8 F/69 Stomach 40 ND PR 3 32 3.2
9 M/76 H&N ND ND PD 1.8 2.7
10 F/44 Melanoma 70 ND PR 3 34 3.7
11 F/34 Lymphoma 60 ND CR 3 20.3 20.3
12 F/61 Colon ND High CR 6 20.5 20.5

Abbreviation: H&N, head and neck; CR, complete remission; PR, partial response; SD, stable disease;

PD, progressive disease; PFI, progression-free interval; ND, not done
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