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OTPG Life Sciences Innovations il —ES Thank you for the opportunity to
speak today. My name is Shinichiro Fuse, and I'm a partner at the TPG LSI Fund.
TPG is a leading global asset manager with 250 billion dollars under management,
and our fund focuses on venture investments in the life science industry.
Personally, I have spent the last 20 years in the Boston biotech ecosystem.

If you could skip directly to slide 3, please.

In the US, with the new administration's policies such as FDA and NIH cuts and the
MFN Executive Order, the uncertainty in the markets has really increased in the
US biotech market. Lack of IPOs and cautious venture capital investment
sentiments have led to many companies facing fundraising challenges.

Recent investments have concentrated on later stage lower risk opportunities,
shifting to asset-focused companies, less to academic spinouts. They have
implemented a lean outsource model using less lab space.

The market's fundamentals, however, have remained resilient with pharma
companies continuing to fill their pipeline with M&A, and startups demonstrating
real differentiated clinical proof of concept data have generated a significant value.
In addition, the rise of China has been remarkable, becoming a major source of
innovation for Big Pharma as well as venture capital firms sourcing newer assets for
new startups.

What are the implications of this?

I think the current situation in the US represents a major opportunity for Japan.
First, Japan could leverage the talent dislocation in the US to fill their own
management talent gap, which is a critical missing ingredient here. Other regions
are already moving aggressively, so Japan needs to move quickly and implement the
right incentives.

Second, Japan needs to strengthen their domestic infrastructure for CDMOs and
CROs. This would lead to accumulation of drug development knowhow domestically
and development of a more sophisticated talent pool, as seen with Wuxi in China.
Third, the government should not prioritize specific modalities. Small molecules and
biologics have rapidly evolved as well, not just cell and gene therapies, and Japan
needs to maintain their competitiveness in all modalities.

Fourth, there's a wealth of innovative technologies buried within Japanese



companies, not just academia. Spinning these assets out could result in globally
competitive companies originating from Japan.

Finally, many US companies are conducting their first-in-human trials outside of the
US to regions such as Australia. Recruiting these companies to conduct their trials
in Japan could ultimately benefit Japanese patients.

Overall, thanks to the recent efforts by the Japanese government, I believe Japan is
headed in the right direction and this could be a moment for true inflection. Thank
you very much.
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OShinobi Therapeutics, Inc. %>« 777Kk Konnichiwa. My name is Dan Kemp.
I'm the CEO of Shinobi Therapeutics, and we're an iPSC development company.
Next slide, please. There are four critical components for creating a successful
biotech company.

The first is innovation. Japan is one of the greatest scientific innovators in the world.
This is not an issue for Japan.

The second component is application of that science, how to develop drugs that can
be developed into life-saving therapies, and this is suboptimal in Japan at the level
of biotech. The reasons for that are the two columns on the right-hand side. Too few
experienced entrepreneurs. There is a need for more talent to lead these biotech
companies. That's combined very tightly with the final column, which is funding. Far
too often, biotech companies in Japan are funded insufficiently to drive programs
forward quickly and insufficiently to attract top talent. I think if these two aspects
change, then there is a huge potential for success in Japan.

Next slide, please. The Shinobi Therapeutics story is a good example of these
challenges and the potential solution. Our company actually started 10 years ago in
2015, a spin out from Kyoto University from Shinya Yamanaka's institute with
phenomenal science. Unfortunately, for the next seven years, the company was only
funded with about 10 oku yen. That was not enough money to really do anything,
and the company suffered.

In 2023, two investment VC companies, Eight Roads Ventures and F-Prime
committed to this technology. They believed in it, and we raised a Series A round of
about 75 oku yen. In 2024-2025, we benefited from the new AMED METI Matching
Program which is a fantastic program, and we raised 100 oku yen, and this allowed
us to build our team. We now have a world class team at Shinobi, developing our

therapeutics towards the clinic. We will be doing our clinical trials in Japan and are
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currently working with PMDA to file for two CTNs in 2026. We're also raising funds
currently.

But the lesson here is that with funding, we can get much stronger teams in Japan,

and with stronger teams and funding, we can accelerate great drug products into the
clinic. Thank you.

OfEMEATBRE HONEI TSNET MEEL TV a vR—- T L r— kR,

BN\ LET,

O/ R’ T 4 A TZy—~&tt Yardi—n-7Y— /K Thank you so
much for the opportunity to speak today on behalf of Novartis Japan, where we
believe that drug discovery and innovation requires investment, and investment
follows where innovation is valued.

Next slide, please. At Novartis, our purpose is to reimagine medicines together. We
focus on four core therapy areas, and we operate across multiple technology
platforms, many of which we have introduced first-in-class treatments here in Japan.
You can see the number of approvals that we've achieved in Japan over the past five
years. We recognize that to bring these innovations to Japanese patients, we need to
invest.

Of course, we invest significantly in our local clinical development programs, in
building medical infrastructure and medical education. But we're going beyond that
with Japan being one of four priority geographies for Novartis. You can see two
significant examples of our recent investments that we've made since the end of 2023.
The first one being a significant investment in high technology radioligand therapy
manufacturing at our site in Tambasasayama city.

More recently, in March this year, we announced an investment to establish a clinical
translational research hub here in Tokyo. The focus of which is to bring first-in-
human clinical studies to Japan from around the world, but also to explore
opportunities to partner with the local drug discovery ecosystem.

These investments, of course, are made based on the positive policy directions that
we have seen that support innovation.

Next slide, please. However, in order for us to continue to build a vibrant drug
discovery ecosystem and fuel further innovation, we see a need for a system that is

sustainable, that is predictable and of course values and rewards innovation.

Next slide, please. To this end, I'd like to share three proposals that will allow us to
have a reward for innovation.

The first one is to promote pharma industry growth that exceeds nominal GDP. We

know that in Japan, if we look at the innovative medicines industry over the last five
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years, we have seen a reasonably flat, about 1% growth.

Secondly, we'd like to see the maintenance of value of innovation during the patent
period. This is particularly important given the increasing complexity of novel
therapies that we're introducing to Japan.

Finally, we'd like to see a continued framework and establishment of pricing policies
that sustainably and predictably value innovation. We've seen pricing policies that
unfortunately do undermine this, such as market expansion repricing.

Given our strong fundamental belief in the drug discovery capabilities in Japan, we
believe that Japan has a unique opportunity to bring drug discovery back in a
meaningful way. I want to thank you for the opportunity to discuss with you all today
and to continue a dialog of collaboration. Thank you.

OMEAETBRE HOVNELE I TEVET, it ELTHT - T LT 8K BEHWD
LET,

OVav Yy v ReDar VA ) RXR=FT 4T A7 4 ¥7-TLF UK
Hello, my name is Sarah Brennan at Johnson & Johnson. I lead commercial strategy
for our pipeline and portfolio, inclusive of investment prioritization globally. I'm
honored to be back in Japan.

Johnson & Johnson supports the vision discussed last July to return Japan to a
position of biopharmaceutical leadership. If Japan is serious about strengthening
drug development, it must create a system that ensures predictability and
transparency. This is why we are disheartened by the sudden off-year rule revision
coming just a few months after our initial meeting. This action will have a negative
1mpact on our ability to bring novel therapies to Japan.

Next slide, please. Pharmaceutical innovation is rapidly transforming care. The
number of new modalities launching globally has increased more than 230%.

Next slide, please. But Japan has not yet to benefit. Looking ahead, two-thirds of
late-stage new modalities will never reach the patients of Japan. I recently saw
groundbreaking research reveal new modalities extending lives over the current
standard of care and in some cases, close to cure. CAR T-cell therapies are
demonstrating unique clinical value with some showing differences for patients in
terms of effectiveness.

Next slide, please. The system in Japan is not fit to evaluate and reward true
innovation. The innovation premium rule fails to assess differences in patient
outcomes with cell therapies. This results in lag and loss, and one-time curative
treatments are priced comparatively to existing treatments despite having better

clinical and economic outcomes.
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Next slide. We see three opportunities.

One, urgently reset the innovation premium to evaluate and reward new modalities.
There is too much at stake for patients and Japan's prosperity.

Two, seek the perspective of industry in future decisions. This will restart
biopharmaceutical leadership.

Three, commit to longer-term plans that will drive measurable growth-oriented goals.
This is key to fostering a competitive ecosystem.

There is a direct link between health investment and prosperity. When governments
prioritize investments in health, they improve lives and strengthen societal and
economic growth. Thank you.
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DEMA, AARDEIEMFEXRLZEEIEDLRE - F - R KL 2> T, ZOH4/
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SWE L7,

OMEAFBRE HVREITIVET, VE—F - FatUHE BEWLET,
OPhRMA CKEMFFERIE T W)  F—x+ P&t UK Thank you very much.
Good afternoon. Thanks for having us. My name is Simone Thomsen. I'm the Chair
of the PhRMA Japan Executive Committee.

I would like to focus my presentation today on two areas. First is the impact of
recent policies on our sector, and second, our expectations for the public-private
council to restore Japan as a world leader in drug discovery, and to promote better
health, security and economic growth.

Next, slide please. Japan is experiencing a drug loss crisis at the time when its aging
society needs innovation the most, threatening both the health of current patients
and health security in the future. Looking at the new molecules in development in
phase 3 clinical trials in the US and Europe, you see that 70% have not started
development yet in Japan. Many of these are in high unmet need areas like cancer
and infectious disease. We believe bold policy reforms are needed to restore the
biopharmaceutical innovation ecosystem. With bold reforms, Japan will fall further
behind.

Next, slide please. As you can see, Japan is now at a competitive disadvantage in
attracting global pharmaceutical R&D investment. Globally, R&D investment in the
life sciences is growing significantly. Investment in Japan has grown very little,
however, in contrast to the global trend. In 2015 to 2023 global biopharmaceutical
industry R&D investment grew by 99%. However, in Japan by only 6%.

What are the reasons?

If we go to the next slide, you can see here the negative impact because the
government has become overly dependent on drug price cuts to control the overall
Social Security budget. As a result, patient access and the flow of innovation have
been severely harmed. Less than 10% of the overall Social Security budget is spent
on medicine. However, 70% of budget reductions are from drug price cuts and we
think this is not sustainable and will not work in moving forward in future.

All health sectors must contribute to the sustainability of the Social Security budget.
Last slide, please. Therefore, we ask that there will be a national biopharmaceutical
strategy developed to eliminate drug loss and drive economic growth. A permanent
cross-ministerial body should develop this strategy and together with the global

biopharmaceutical industry, this body should direct the relevant ministries to
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formulate a strategy with goals, policies and KPIs. The cross-ministerial body should
actively monitor these KPIs and establish a channel for regular input from
multinational biopharmaceutical companies which currently to date in this country
represent 80% of R&D investment.

Under the direction of the Prime Minister and the Cabinet Secretary, the Public-
Private Council should promote transparent and pro-innovation drug pricing policies,
strengthen the environment for R&D in biotechnology and improve the Japanese
regulatory environment. Thank you very much for your attention.
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