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The purpose of this research is to conduct a phase Il investigator-initiated clinical trial
of cancer vaccine “DSP-7888” for acute myeloid leukemia patients. The design of the trial was a
multicenter, randomized, open—-label comparative study, and the number of patients was set at 70
patients, 35 in the administration group and 35 in the non—administration group, with a confidence
interval for the statistical hypothesis. The trial was conducted at 16 facilities: Osaka University
Hospital, Sapporo Hokuyu Hospital, Iwate Medical University Hospital, Fukushima Medical University
Hospital, Niigata University Medical & Dental Hospital, NTT Medical Center Tokyo, Tokai University
Hospital, Kanazawa University Hospital, University Hospital Kyoto Prefectural University of Medicine
Kansai Medical University Hospital, Nippon Life Hospital, Kindai University Nara Hospital, Wakayama
Medical University Hospital, Okayama University Hospital (transferred from Kurashiki Central Hospital
in 2021), Hiroshima Red Cross Hospital & Atomic—Bomb Survivors Hospital and Kagawa University Hospital.
We contracted with FiveRings Co.,Ltd as CRO, and the clinical trial was conducted under an appropriate
quality control system. The protocol was approved by the Osaka University Institutional Review Board
in May 2020, and the first patient entry was obtained in June of the same year. A total of 70 patients
were enrolled until Jun 2023, and the breakdown was 26, 19, 12 and 11 cases of AML with mutated NPMI,
mutated biallelic mutated CEBPA, RUNX1/RUNX1 translocation and CBFfB/MYH11 translocation,
respectively. Therefore, it is also possible to sub—analyze of the treatment effect for each disease.
In this research, the entry period was extended by one year, since the accumulation of cases had been
delayed due to the COVID-19 pandemic. Creating of a clinical trial management report was therefore
scheduled to finish within 2025. We will analyze not only relapse—free survivals as primary endpoint
but also the immune reaction induced by DSP-7888 as exploratory endpoint. We established the method
to measure the frequency of WTl-specific cytotoxic T cells (WI1-CTLs) by flow cytometry. We also
established the method to compare the phenotype of WI1-CTLs between administration and non-—
administration groups by staining CD3, CD4, CD8, WTl-tetramer, CDlla, CD16, CD2b, CD27, CD44, CD45RA,
CD45R0, HNK-1, CD69, Fas, CD103, IL-7R, 0X-40, TNFRSF9, CTLA-4, CCR7, Lag-3, TIGIT, CD278, PD-1, Tim-
3, HLA-DR at the same time by using mass cytometry. Therefore, the results obtained from the research
are expected to lead more appropriate design of DSP-7888 for AML patients in Phase III sponsor—
initiated clinical trial, and also lead to the approval of DSP-7888.



