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Sumitomo Pharma America Announces First Patient Receives
Treatment in Phase 1/2a Study for its Investigational Therapy DSP-
3077 for Retinitis Pigmentosa

— DSP-3077 is an investigational allogeneic iPS cell-derived retinal sheet (3-dimensional [3D]
retina) that is administered via subretinal injection —
-- The Phase 1/2a study is evaluating safety and tolerability of DSP-3077 as well as engraftment
and potential therapeutic response at two dose levels --
— Retinitis pigmentosa (RP) is a group of genetic eye disorders characterized by the progressive
degeneration of photoreceptor cells in the retina, leading to vision loss' —

MARLBOROUGH, Mass., August 12, 2026 — Sumitomo Pharma America, Inc. (SMPA) today
announced that the first patient in its study evaluating DSP-3077 in the treatment of non-
syndromic retinitis pigmentosa (RP) has undergone subretinal implantation. DSP-3077 is an
investigative regenerative cell therapy that leverages allogeneic retinal sheets derived from
induced pluripotent stem (iPS) cells.

This Phase 1/2a, open-label, single-arm, uncontrolled, dose-escalation study (NCT06891885) is
evaluating two dose levels of allogeneic iPS cell-derived retinal sheets (DSP-3077)
administered with a single subretinal, uniocular injection in adults with RP. The primary objective
of the study in adults with RP is to evaluate the safety and tolerability of two dose levels of DSP-
3077; other objectives are to evaluate the safety, engraftment, and potential therapeutic
response of DSP-3077 and to evaluate DSP-3077-delivery device performance. Study
participants will be treated in three cohorts, with each cohort defined by visual acuity (VA)
criteria and dose level of DSP-3077. Each cohort will include four participants for a total of 12
participants.

“We are encouraged by the potential that iPS cells may hold for treating degenerative,
debilitating conditions like RP that currently have few therapeutic options, and this first patient
treated is a notable milestone for our company,” said Tsutomu Nakagawa, Ph.D., President and
Chief Executive Officer of SMPA. “Being able to provide this investigational treatment to our first
study participant is not only a great honor, but a very important milestone in the development of
DSP-3077, one that will aid in better understanding how it and future iPSC therapies could help
improve the lives of RP patients and their families.”

RP is a rare progressive blinding hereditary condition affecting approximately 1 in 4,000
individuals with no curative treatments and very few, if any, efficacious therapeutic options
available. RP first results in loss of night and peripheral vision but ultimately affects central
vision in most cases. Although the progression of RP is highly variable among individuals,
common pathology includes progressive degeneration (cell death) of rod photoreceptors (cells
responsible for scotopic vision) and cone photoreceptors (cells responsible for photopic vision,
visual resolution, and color vision)."-23
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The technology underlying DSP-3077 is based on the self-organizing cell culture technique,
known as the SFEBq method, a robust differentiation method to generate 3D neural tissues and
organoids from pluripotent stem cells. This technology was originally developed by Dr. Yoshiki
Sasai’s research group at RIKEN, Japan's leading national comprehensive research institute*.
Sumitomo Chemical Co., Ltd. conducted joint research with RIKEN from 2010 to 2014 to
improve this technology®®. To leverage this technology for clinical applications, Sumitomo
Pharma Co., Ltd. (Sumitomo Pharma) took over joint research with RIKEN starting in 2013 and
developed a manufacturing process to generate iPS cell-derived retinal sheets’. Following the
completion of the joint research, Sumitomo Pharma Co., Ltd., RACTHERA Co., Ltd.
(RACTHERA), S-RACMO Co., Ltd. (S-RACMO) and SMPA are conducting research with the
goal of further improving the technology and expanding its applications in retinal regenerative
therapy.

About DSP-3077

DSP-3077 is an investigational allogeneic iPS cell-derived regenerative cell therapy, based on a
3D retinal organoid produced using a self-organizing cell culture technique. This 3D organoid is
processed into multilayered retinal sheets with retinal tissue structure, including abundant
photoreceptor precursors. DSP-3077 is being investigated in a Phase 1/2 clinical study
(NCT06891885). The study involves implanting the retinal sheets in the subretinal space of
patients with RP. The FDA granted Orphan Drug Designation for DSP-3077 for the treatment of
RP in March, 2026. In the research and development of DSP-3077, SMPA and Sumitomo
Pharma Co. have been working closely with RACTHERA and S-RACMO leveraging
RACTHERA's technologies and expertise.

About Sumitomo Pharma

Sumitomo Pharma Co., Ltd. is a global pharmaceutical company based in Japan with key
operations in the U.S. (Sumitomo Pharma America, Inc.) and Canada (Sumitomo Pharma
Canada, Inc.) focused on addressing patient needs in oncology, urology, women's health, rare
diseases, cell & gene therapies and CNS. With several marketed products in the U.S., Canada,
and Europe, a diverse pipeline of early- to late-stage assets, we aim to accelerate discovery,
research, and development to bring novel therapies to patients sooner. For more information on
SMPA, visit our website https://www.us.sumitomo-pharma.com or follow us on LinkedIn.

The Sumitomo corporate symbol mark is a registered trademark of Sumitomo Pharma Co., Ltd.,
used under license. SUMITOMO PHARMA is a trademark of Sumitomo Pharma Co., Ltd., used
under license. SUMITOMO is a registered trademark of Sumitomo Chemical Co., Ltd., used
under license. Sumitomo Pharma America, Inc. is a U.S. subsidiary of Sumitomo Pharma Co.,
Ltd.

©2026 Sumitomo Pharma America, Inc. All rights reserved.

About RACTHERA
RACTHERA is a joint venture between Sumitomo Chemical Co., Ltd. (Head Office: Chuo-ku,
Tokyo, Japan; “Sumitomo Chemical”’) and Sumitomo Pharma Co., Ltd (“Sumitomo Pharma”).
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The company began operations on February 1, 2025, after inheriting intellectual property and
other assets related to the regenerative and cellular medicine business from Sumitomo Pharma.
RACTHERA serves as the core organization for research and development in the Sumitomo
Chemical Group’s regenerative and cellular medicine business and is engaged in the
development of innovative therapies utilizing iPS cells and other modalities. For more
information on RACTHERA, visit its website https://www.racthera.co.jp/english/.

About S-RACMO

S-RACMO is a joint venture between Sumitomo Chemical Co., Ltd. (Head Office: Chuo-ku,
Tokyo, Japan; “Sumitomo Chemical”’) and Sumitomo Pharma Co., Ltd. (“Sumitomo Pharma”).
The company began operations on September 1, 2020, as a contract development and
manufacturing organization (CDMO) specializing in regenerative and cell therapy products. The
company combines extensive expertise in advanced process and formulation development
cultivated through multiple regenerative and cell therapy projects at Sumitomo Pharma
(including RACTHERA) with Sumitomo Chemical’s core technologies in iPS/ES cells and its
know-how in pharmaceutical contract manufacturing.
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For further information: SMPA CONTACT: Dave Murdoch, Sumitomo Pharma America, Inc.,
david.murdoch@us.sumitomo-pharma.com, +1 (774) 405-5570
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