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Study ID : 2025-338
Date of Preparation: December 22, 2025 (Version 1.1)

Study Title
Validation of the Day 28 Refined Response for Acute GVHD in Clinical Trials

1. Study Population
This study includes individuals who were enrolled in the international clinical trials GRAVITAS-301
and REACH2.

2. Study Objectives and Methods

Study Objective
The objective of this study is to evaluate the validity and clinical utility of a novel treatment
response criterion for acute graft-versus-host disease (GVHD) using data derived from the
large-scale international clinical trials.

Study Methods
Analyses will be conducted using data from patients enrolled in the GRAVITAS-301 and
REACH?2 trials.

Study Period
From the date of study approval through March 31, 2028.

3. Types of Data Used in the Study

Information: Medical history, details of GVHD treatment, and long-term clinical outcomes.

4. Transfer and Handling of Data

This study will analyze anonymized data accessed through secure systems such as designated
online cloud platforms specified by Incyte and Novartis Pharma. Research data will be stored in
password-protected files with appropriate security measures in place.

Results of this study will be reported and published only in a manner that does not allow
identification of individual participants.

5. Research Organization and Investigators

This study is a secondary analysis utilizing data obtained from the international clinical trials
GRAVITAS-301 and REACH2.

Principal Investigator

Yu Akahoshi, MD, PhD
Department of Hematopoietic Stem Cell Transplantation
National Cancer Center Hospital, Japan

Co-Investigators

Junki Mizusawa, PhD
Biostatistics Division, Research Support Center

Takahiro Fukuda, MD, PhD
Department of Hematopoietic Stem Cell Transplantation

Yoshinobu Kanda, MD, PhD (Site Principal Investigator)
Jichi Medical University / Saitama Medical Center



Hideki Nakasone, MD, PhD
Department of Integrated Therapy Research (EMIT), Molecular Pathophysiology Therapeutics
Research Center, Jichi Medical University /Division of Hematology, Saitama Medical Center

6. Contact Information

If you have any questions regarding this study, please contact us at the address below.

Upon request, the study protocol and related documents may be made available for review, to
the extent that such disclosure does not compromise the protection of personal information or
intellectual property of other research participants.

For the purpose of ensuring appropriate conduct of the study or evaluating its scientific validity,
third parties in Japan or abroad may review medical records, clinical charts, or research data of
study participants.

All such individuals are bound by confidentiality obligations, and personal information will be
strictly protected.

Department of Hematopoietic Stem Cell Transplantation
National Cancer Center Hospital

5-1-1 Tsukiji, Chuo-ku, Tokyo 104-0045, Japan

TEL: +81-3-3542-2511 (Main)

Principal Investigator: Yu Akahoshi, MD, PhD
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