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Identification of a biomarker for anti-PD1 antibody-related clinical effect
based on the measurement of quantitative and qualitative change of T cells
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The aim of this study was to identify a biomarker for anti PD1
antibody-related clinical effect based on the measurement of quantitative and qualitative change of
T cells. We conducted a multicenter retrospective study to explore the biomarker to predict the
clinical effect and immune-related adverse events induced by nivolumab, anti-PD1 antibody. We
identified the increase in baseline peripheral lymphocyte count at the time of onset of irAEs was
significantly greater in the irAEs-positive group than in the irAEs-negative group after 4 cycles of

nivolumab treatment. Our multicenter retrospective study also clarified the dichotomous
relationship between irAEs induced by nivolumab in early phase and clinical efficacy in melanoma
patients. These results indicated that the early detection of irAEs based on lymphocyte count
monitoring and adequate management of irAEs would allow achieving the maximum clinical response with
nivolumab treatment in melanoma patients.
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PD1
PD1
Drug A Without Drug A With Drug A Odds Ratio P value®?
(95% CI)
Myocarditis/Total | Proportion of Myocarditis/Total | Proportion of
cases Myocarditis cases Myocarditis
(95% CI) (95% CI)
ATEZOLIZUMAB 0.046 0.293 6.38
O12/1978475 (0.043-0.049) 2/682 (0.036-1.055) (1.59-25.59) 040
DURVALUMAB 0.046 0.769 16.81
o12/1978897 (0.043-0.049) 21260 (0.093-2.751) (4.18-67.69) 007
IPILIMUMAB 0.045 0.982 22.22
<
882/1975900 (0.042-0.048) 3213257 (0.673-1.384) (15.59-31.67) 0ol
NIVOLUMAB 0.043 0.936 22.09
8431971571 (0.040-0.046) 717586 (0.732-1.179) (17.32-28.17) =001
PEMBROLIZUMAB 0.045 0.705 15.7
893/19761 21/2980 <.001
31976177 (0.042-0.048) (0.437-1.075) (10.17-24.23)

Tablel.
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