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Mr. Haruhiko Sugino

Head of Global Search & Evaluation

Otsuka Pharmaceutical Co., Ltd.
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Mr. Haruhiko Sugino

Head of Global Search & Evaluation
Otsuka Pharmaceutical Co., Ltd.

Born in Hyogo Prefecture, Japan.

Majored in neurophysiology at university and graduate school.
Joined Otsuka in 1997 and has engaged in pharmaceutical sales,
clinical research (pharmacological research of drugs like REXULTI in
the psychiatry area), clinical development, regulatory affairs,
commercialization, etc.

Hobby: Golf (Aiming to break 90!)

The theme for this year's PJA TIMES is "Family & Health". For this spring issue, we interviewed
Mr. Sugino from Otsuka, who shared with us some interesting stories about medications
and your everyday nutraceuticals.

From Salt Farms in Naruto to the World

| hear that Otsuka celebrated its 100th anniversary in 2021.
Could you tell us a brief history of the company?

The Otsuka group started in Naruto, Tokushima Prefecture in
1921, as a factory manufacturing magnesium carbonate from the
liquid (called "bittern”) that is left over after taking the salt out
of salt pans. In 1940, the business changed its name to Otsuka
Pharmaceutical Factory. Since then, we have grown to become
a total-healthcare enterprise that aims to contribute to the
health of people around the world under the corporate
philosophy of “"Otsuka-people creating new products for better
health worldwide". Healthcare is broadly and holistically
addressed through two main pillars - the Pharmaceutical
Business, focused on creating breakthrough treatments for
disease, and the Nutraceutical Business, providing innovative
products to help everyone maintain or improve their health.

In 1964, the sales and overseas divisions were spun off from
Otsuka Pharmaceutical Factory to form Otsuka Pharmaceutical
Co., Ltd. ("OPC") to sell I.V. solutions and ORONAMIN C
DRINK. OPC's first drug research institute was established in
1971, and as the core company of the group, its Pharmaceutical
Business now focuses globally on psychiatry, neurology, and
kidney diseases.

The Nutraceutical Business markets functional beverages and
foods, such as POCARI SWEAT and ORONAMIN C DRINK in
Asia. In the US, we have such brands as Nature Made® (the #1
Pharmacist recommended vitamin & supplement brand) and
Crystal Geyser® Water.

Our overseas businesses started in Thailand in 1973. In 1985,
Otsuka opened Maryland Research Laboratories in
Rockville, as the base for the basic research and clinical
development of pharmaceutical products. We started selling
our own products developed in the US, including the
antiplatelet drug Pletal® and the antipsychotic drug
ABILIFY®. In 1989, Otsuka created OAI (Otsuka America
Inc.) as its US holding company in San Francisco and OAPI
(Otsuka America Pharmaceutical Inc.) as OAI's sales
subsidiary in Rockville, MD.

Signing a partnership agreement in 1999 with Bristol-Myers
Squibb ("BMS") for the development and commercialization
of ABILIFY® marked a turning point for Otsuka in the US
market. In 2002, we opened an office in Princeton NJ as
BMS had its global headquarters in neighboring
Lawrenceville back then. We subsequently moved part of
the core operations of OPDC (Otsuka Pharmaceutical
Development & Commercialization Inc., founded in 2007 for
the clinical trial development and execution in global
markets, including the US and Europe) and OAPI to
Princeton. The Rockville office has remained operational to
this day. Currently, we have approximately 1700 employees
engaged in US operations at OAPI and OPDC combined.
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Medicines & Nutraceuticals
What types of products do you sell in the US?

We developed and launched an atypical antipsychotic drug
named ABILIFY® in the US in 2002, and it's now available in
more than 60 countries and regions. Subsequently, we
developed and started selling in the US in 2013 a once-monthly,
long-lasting injectable medication called ABILIFY
MAINTENA®, which was approved by the FDA (United States
Food and Drug Administration) for the treatment of
schizophrenia in adults and maintenance monotherapy
treatment of bipolar I disorder in adults. It's now approved in
approximately 50 countries and regions.

In 2015, an atypical antipsychotic medication named REXULTI®
received FDA approval as a treatment for adults with
schizophrenia and as an adjunctive treatment for adults with
major depressive disorder. The drug is now widely used among
patients.

In 2009, our drug called SAMSCA® was approved by the FDA
as the first drug treatment for low blood sodium levels
(hyponatremia) associated with various conditions like
congestive heart failure and cirrhosis. The product is now
available in over 40 countries and regions. The efficacy of the
active pharmaceutical ingredient (API) of SAMSCA® was also
demonstrated in clinical trials to slow kidney function decline in
adults at risk of ADPKD (Autosomal Dominant Polycystic
Kidney Disease), which is a rare progressively debilitating
genetic disease characterized by the development of fluid-
filled cysts in the kidneys. In 2018, JYNARQUE®was FDA-
approved and launched as the drug treatment for ADPKD.

Antipsychotics:
https://www.otsuka.com/jp/company/history/detaile/story_03.html
ADPKD:
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Speaking of medications used for treatment of psychiatric
disorders, the SOZOSEI FOUNDATION, an NPO funded by
Otsuka, supports mental health awareness. Could you tell us
about their activities?

The Sozosei Foundation is an independent charitable
organization launched in 2019 with support from Otsuka
Pharmaceutical. The goal of the Foundation is to eliminate the
inappropriate use of jail and prison for the diagnosis and
treatment of mental iliness by increasing access to mental
healthcare in communities. Indeed, because of a complex
web of factors, far too many people in the United States
receive their first diagnosis of mental illness in jail or prison.
Through grant making and convenings, including the Sozosei
Summit to Decriminalize Mental Iliness, the Foundation seeks
to make measurable progress to decriminalize mental illness.
Mental illness is not a crime.
(https://www.sozoseifoundation.org/)
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Besides pharmaceuticals, | see that Otsuka also makes and sells
consumer products for health.

In Japan, Otsuka is better known for our consumer products
(Nutraceuticals), rather than as a pharmaceutical company,
including POCARI SWEAT, Calorie Mate, and ORONAMIN C
DRINK. We also have robust businesses in nutraceuticals
outside of Japan. For example, in the US, we have such
products as Nature Made® supplements, Daiya Foods' plant-
based foods, and Crystal Geyser's® mineral water. You may
find it interesting that we have Ridge Vineyards in our group.
They are a leading prestigious California winery, which is well
known among wine connoisseurs. We are in not only for
treatment of illness but also in bettering the health and
wellness for people of all lifestyles (with alcohol as a
panaceaq, you might say?).
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New Medicines & Digital Solutions

Do you have any medicines currently in development?

In the US, we have other group companies in
pharmaceuticals. Visterra, who joined the group in 2018, has
unique technologies to engineer antibody-based therapies.
We expect that they will succeed in developing innovative
therapies for patients with kidney and immune-mediated
diseases. Currently, a phase 3 clinical trial is underway with
patients who have a rare form of kidney disease.

In addition, Astex, which is headquartered in California, has
its own products in clinical development for blood cancers.

What is the future direction of Otsuka and what measures are
taken to address more comprehensive needs in healthcare?

We strive not only to develop new drugs but also to provide
total healthcare support to patients in need. For example, we
developed and commercialized ABILIFY MYCITE® System,
which is comprised of an aripipazole tablet an Ingestible
Event Marker (IEM) sensor inside it. The system includes a
wearable sensor patch and a smartphone app. When the
tablet with an embedded IEM is ingested, the ABILIFY
MYCITE® System can track if the medication was taken by
the patient and the system communicates the data to the
patient, family and healthcare providers via the app. We are
also in the process of developing and commercializing a
digital therapeutic through a smartphone app that can treat
adults with major depressive disorder.
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Getting Personal with Mr. Sugino

Lastly, could | ask you what you do in your business unit at
Otsuka and how you spend your free time?

In the US, besides pharmaceutical companies, many
researchers who have worked at a university, national
institute or pharmaceutical company start their own business
ventures in clinical research and development. More and
more cutting-edge medicines are being created by those
venture companies. What we do in my business development
department is to interview those entrepreneurs to identify
future partners who have the potential to develop new drugs.

I used to travel a lot to Boston and other places for work, but
I have more video conferences to attend these days. Our
latest news is that we signed a license agreement with
Sumitomo Pharma and Sunovion Pharmaceuticals for the joint
development and commercialization in the psychiatry area.
We hope to bring forward new important treatments for
people living with neuropsychiatric health conditions.

On a personal note, I love to play golf. It's a great solitary
sport and during the Covid pandemic, I would find time to go

to the range as often as possible to keep myself fit. Now I'm
completely hooked!

~

We hope you enjoyed reading about Otsuka and its pharmaceutical

tecoelle

products, nutraceuticals, and supplements. Thank you very much, Mr.
Sugino, for guiding us through different types of antidepressants, which
help many patients today... Good luck breaking 90 in golf!

Interviewer : Yasuko Kuroda  Editor: Sayuri Metz

Translation: Sayuri Metz & Team Otsuka
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