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OPENING REMARKS |

Prof. Dr. Sabahattin AYDIN
TUSAP Executive Board Chair

IS IT MORE IMPORTANT TO DEVELOP
AN INNOVATIVE MEDICINE
OR AN INNOVATIVE WEAPON?

Today's meeting is taking place in a format that differs somewhat from our traditional TUSAP Vision
Meetings. Given the importance and depth of the topics we will be addressing, our meeting will be
somewhat longer than usual. Our main theme is "Strategic Issues in Biotechnology, Pharmaceuticals,
and Next-Generation Therapies." In my view, this is an exceptionally challenging subject. You may ask,
"Why is it challenging? This is our field—we live and breathe these issues." However, whether a subject
leads to meaningful outcomes is directly related to the prominence it receives on the public agenda.

When we look at today's communication landscape and the issues occupying our minds, we must ask
ourselves how much attention is actually devoted to pharmaceuticals—or, more broadly, to healthcare
strategies and solutions. Unfortunately, when we turn on the television or follow the news, the stories
we encounter are no longer about preserving life, but about taking it. We live in a world where every
day brings reports of mass casualties, wars, and genocides. Humanity seems increasingly surrounded
by an expanding ring of fire. You may even have noticed that, in some countries, ministries of defense
are being renamed ministries of war. It compels us to ask a fundamental question: Is our world turning
to preserve life, or to destroy it?

Our sector is dedicated to preserving life. Every stakeholder present here works toward enabling
people to live healthier, better, and more comfortable lives. For that reason, | would like to emphasize
that our work is difficult, yet profoundly meaningful. At times | find myself wondering: What has become
a greater source of pride for societies today—developing an innovative medicine or developing an
innovative weapon? The answer to that question alone reveals much about the priorities of the age in
which we live.



Naturally, our country is not immune to these realities. Like the rest of the world, we are affected
by these challenges. Considering that TUrkiye is currently implementing a period of tight monetary
policies, you can appreciate that our work has become even more demanding. | sincerely hope that
our Deputy Minister, who will speak after me, will bring us more encouraging and hopeful news from
Ankara, allowing us to continue today's meeting in a more optimistic atmosphere.

Today's meeting consists of three main sessions:

1. The session entitled "Strategic Issues in Pharmaceuticals and Next-Generation Therapies" will
be moderated by Assoc. Prof. Dr. Suayip Birinci, Deputy Minister of Health.

2. The panel on "Financial Sustainability in Pharmaceuticals" will be moderated by Prof. Dr. Nurullah
Okumus, Deputy Minister of Health.

3. The session entitled "New Approaches to Pharmaceutical Licensing" will be moderated by Prof.
Dr. Ahmet Ayar, President of the Turkish Medicines and Medical Devices Agency (TITCK).

At TUSAP meetings, our fundamental approach is to gather and document not only the views of
the panelists but also those of all participants. Today, we will listen to many distinguished speakers;
however, your contributions are what we value most. Under normal circumstances, we collect these
views through question-and-answer sessions or surveys. Since today's meeting will be quite extensive,
we have decided to move these interactive components to the end of each panel session so that we
can gather your opinions following every session.

As with every TUSAP meeting, this event has been made possible through the support of our valued
stakeholders. Sanofi is the main sponsor of today's meeting. Roche and Alexion have contributed as
Gold Sponsors. Our supporting sponsors include Yerlika, AstraZeneca, Novartis, Centurion, Johnson
& Johnson, Humanis, and Proceutica. TUSAP's principal supporting partners include Roche, Amgen,
Yerlika, Bayer, One Dose Health, Johnson & Johnson, Meditel, Biogen, IQVIA, AstraZeneca, UCB
Pharma, IEIS, AIFD, and TiSD. | would like to express my sincere gratitude to all of our stakeholders for
their valuable support.

| wish you all a productive meeting. With the hope that the bleak picture | described at the beginning
will soon come to an end across the world, | extend my deepest respect to you all and express my wish
for a world that places the preservation of life and the promotion of health above all else.
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OPENING REMARKS |

Assoc. Prof. Dr. Suayip BIRINCI
Deputy Minister of Health

JUST AS WE HAVE BUILT A STRONG DEFENSE
INDUSTRY, WE MUST ALSO BUILD A STRONG
HEALTH INDUSTRY

With his opening remarks, Professor Sabahattin has undoubtedly placed an even greater responsibility
on our shoulders. Just as he demonstrated courage during his tenure as Deputy Minister of Health, |
will also try to speak candidly about the gap between what is ideal and what is realistically achievable.
That said, it seems that a considerable share of this responsibility now rests with the General Health
Insurance (GSS) system. Professor, what do you think? Even having GSS represented here today is, in
itself, truly encouraging.

A moment ago, someone asked me, "Where are the officials from the Ministry of Treasury and Finance?"
Well, to be honest, we are looking for them as well. Occasionally, we happen to come across them in
Ankara.

First of all, | do not wish to paint an overly optimistic picture. However, since | am delivering remarks
prepared on behalf of our Minister, | will inevitably use a somewhat different tone, and | ask for your
understanding. As you know, we have generally spoken from a position somewhere between the
public sphere and our personal views. There have even been occasions when we found ourselves
disagreeing with our own reflections. Nevertheless, if Professor Sabahattin permits, today | would like
to speak more from the perspective of public policy.

This is our 43rd meeting. In other words, we have gone well beyond the traditional saying of "forty-
one times, may it be blessed," and continue two meetings beyond that milestone. Intellectually, these
meetings represent a decade-long journey, while in practice we have been meeting together for



nine years. Representatives from the sector, the public institutions, and our stakeholders are all here.
After every meeting, each of us leaves with new ideas. Sometimes we depart with many unanswered
questions, and later you help fill those gaps. At other times, even if we cannot find definitive answers,
we gain a better understanding of the underlying reasons. We go through similar processes ourselves.

| have been serving in management roles for approximately 21years, and | have known many people in
this room for a long time. All of us assess these processes with the awareness that we have not always
been able to accomplish everything we hoped to achieve in our respective positions. Today we may
be making more critical assessments than we did in the past. My grandfather used to say, "When your
money decreases, your wisdom increases." | never forgot those words as a child. Lately, we have been
repeating them frequently in Ankara as well. Indeed, we are thinking more deeply about how we can
achieve better outcomes within this system.

The sector in which we operate is by no means a small one. Globally, it has reached a value of USD 1.8
trillion. It continues to grow every year and is expected to reach USD 3 trillion within the next decade.
Naturally, such growth also makes innovation indispensable. Tirkiye may not yet have developed
innovative approaches that fully meet these expectations, but | would especially like to emphasize that
an intensive process of preparation is currently underway.

Growing demand for vaccines, innovative medicines, and personalized therapies is creating strong
momentum to move this sector to an entirely different level. Increasingly, the pharmaceutical industry is
being shaped by these demands. According to IQVIA data, pharmaceutical expenditure in the coming
years is expected to grow primarily in areas such as oncology, autoimmune diseases, obesity, and
diabetes. When we examine recently developed molecules, we see that, regardless of licensing or
reimbursement processes, people are increasingly choosing these products to remain healthier and
improve their quality of life. This has become a new direction for the industry.

From a global perspective, spending on oncology has risen to 13%—16% of total pharmaceutical
expenditure and is expected to approach USD 400 billion by 2027. Expenditure on obesity treatments
is also growing at an average annual rate of approximately 40%.
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Turkiye is expected to experience an even steeper increase. Our country faces a much greater
obesity risk than previously anticipated, with obesity being directly associated with approximately 75%
of chronic diseases. This presents significant potential for further growth in the years ahead.

In recent years, the global pharmaceutical industry has been shaped by emerging trends that are
introducing new dynamics to the sector. What does this mean in practice? We are now witnessing
the use of tools such as big data and artificial intelligence in the discovery of new molecules. These
innovative approaches are shortening drug development timelines while also making the process
more cost-effective. It is now widely accepted that artificial intelligence is driving innovation in the
pharmaceutical industry, reducing costs, and improving patient outcomes.

Today, Al algorithms capable of analyzing large-scale datasets can identify potential drug candidates
within a very short period. As a result, drug discovery timelines during the preclinical stage have
begun to decrease by approximately 25% to 50%. This creates new opportunities for all of us. Perhaps
in the future, despite the substantial upfront investment required for these technologies, we will see
pharmaceutical costs become more reasonable as a result of the efficiencies they provide.

Artificial intelligence is transforming not only drug development but also clinical trials and manufacturing
processes by optimizing these areas. It also facilitates the identification of suitable patients for clinical
studies. We likewise aim to utilize these technologies across many areas. Indeed, during the pandemic,
Al applications significantly enhanced our capabilities. Today, together with stakeholders such as
TUSEB, the Turkish Medicines and Medical Devices Agency (TITCK), and our reimbursement authority,
we have embraced a public-sector approach that analyzes larger volumes of data and uses these
insights to promote innovation and cost-effective solutions.

Research shows that 85% of biopharmaceutical companies have begun making extensive use of
artificial intelligence and big data applications. In particular, technologies such as generative Al and
machine learning are improving efficiency and greatly facilitating the development of next-generation
pharmaceutical technologies.

In the post-pandemic period, the support provided by countries for healthcare spending and domestic
manufacturing has become a strong indicator of growth in the pharmaceutical sector. At the same time,
we know that no matter how civilized the world may appear, when faced with a global crisis, countries
tend to prioritize their own national interests. This creates significant disadvantages, particularly for
countries with lower socioeconomic development, weaker technological infrastructure, or insufficient
domestic manufacturing capacity. We have even witnessed cases in which countries have seized
medical supplies belonging to others at airports. Such examples reveal how, in times of crisis, the
concealed face of civilization comes to the surface. They also offer a sobering reminder of how, even
in a highly developed world, war can become the dominant priority and how humanity's destructive
tendencies can be directed toward different ends.

According to 2023 data, pharmaceutical sales account for approximately 1.3% of global gross domestic
product. In Turkiye, this figure is approximately 0.9%. While maintaining fiscal discipline in pharmaceutical
expenditure is essential, we must also ensure that these expenditures serve as a catalyst for investment
within the sector. Our common objective should not simply be to procure medicines at affordable
prices, but also to strengthen the pharmaceutical industry and develop reimbursement policies that



enable greater investmentin research and development. From the perspective of public administration,
sector representatives may hold different views, but | would like to emphasize that, under the current
circumstances, we are striving to adopt the approach that comes closest to the optimal solution.

When formulating pharmaceutical policy, economic accessibility is only one part of the equation. Equally
important is the ability to become a competitive player in the global market. Looking at pharmaceutical
sales per capita, countries such as Switzerland, Canada, Germany, and Austria exceeded USD 750 per
person in 2023. In Tlrkiye, by contrast, the figure stands at approximately USD 120 per capita. Mexico
and Colombia are slightly below our level. This clearly demonstrates that we have not yet reached the
point we aspire to attain.

Tiirkiye has made significant advances in the pharmaceutical sector over the past 23 years. In
2017, our export-to-import coverage ratio stood at 20%; by 2024, this figure had increased to 37%,
representing an 85% improvement. Similarly, in the medical devices sector, the export-to-import
coverage ratio has risen from 22% to 47%. Statistically, these figures point to substantial progress.
While we may not yet be where we aspire to be, the data clearly indicate that we are moving in the
right direction.

The value of Tiirkiye's pharmaceutical market has grown by 61.3% in U.S. dollar terms between
2015 and 2024. Although we often perceive that "the sector is deteriorating," the data suggest
otherwise. Naturally, this growth has also been driven by the increasing demand for healthcare services
and the rising burden of disease, both of which continue to grow each year. In Tirkiye, the disease
burden increases by approximately 4% annually. Measured in Turkish lira, pharmaceutical expenditure
has increased nineteenfold over the same period.

We are a country with decades of experience in manufacturing in accordance with international quality
standards. Turkiye is home to 885 pharmaceutical establishments and 17 manufacturing facilities,
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producing more than 16,000 products. The sector provides employment for approximately 45,000
people and exports to 185 countries, with South Korea ranking as our leading export market. Of course,
these figures should not lead us to complacency. Nevertheless, they are a source of motivation. Just as
we have strengthened our defense industry, our fundamental objective remains to establish a similarly
strong position in the health industry.

In line with Turkiye's 2053 Development Vision, our foremost priorities include establishing an effective
pricing mechanism, ensuring the availability of medicines in the market, maintaining affordable access
to pharmaceutical treatment, and developing core strategies that support rational pharmaceutical
policies.

Some policy measures may appear to have had short-term adverse effects on the sector. However, we
evaluate the entire process from the perspective of clinical outcomes. Following the implementation of
the Family Medicine Regulation, Tlrkiye has witnessed a significant reduction in the use of antibiotics,
gastric protective medications, and nonsteroidal anti-inflammatory drugs. Utilization of these medicines
declined by approximately 40% to 50% in primary care, with smaller reductions observed in secondary
care. Atthe same time, the decrease in antibiotic use did not result in longer hospital stays or increased
mortality. On the contrary, antibiotic use in secondary care also declined by 11%, mortality did not
increase, and the average length of hospital stay became shorter.

These developments are of critical importance in combating antimicrobial resistance, which is
responsible for approximately 42,000 deaths annually through direct and indirect causes. Although
our policies have led to a modest decline in the sector's market share, this approach is fully aligned
with our public health priorities. We will continue our efforts in this direction. We certainly want the
pharmaceutical sector to become stronger, but we also believe that this strength must evolve in
harmony with the medical needs of our healthcare system.

While biotechnological medicines are ushering in a new era of treatment, biosimilar products are
making access to these innovative therapies more sustainable. The increasing prevalence of chronic
diseases, rising treatment costs, and the expiration of patents for biologic medicines are accelerating
the maturation of this market. This presents an important opportunity for Tirkiye. Pharmaceutical
companies are increasing their strategic investments to develop next-generation therapies and secure
a position in this expanding market. In parallel, we aim to provide greater support to the domestic
pharmaceutical industry.

Globally, the biotechnology market reached USD 1.5 trillion in 2023 and is projected to grow to USD
3.8 trillion by 2030, representing an average annual growth rate of approximately 14%. As Tlrkiye, |
must acknowledge that we have not yet reached the position we aspire to in this field. As of 2023,
North America accounted for the largest share of the biotechnology market at 40%, led primarily by
the United States. However, the Asia-Pacific region is expected to experience much faster growth in
the coming years.

From a technological perspective, DNA sequencing accounted for more than 17% of the biotechnology
market in 2023. This clearly demonstrates that biotechnology has become not only a strategic
investment area for the future but also one of today's most critical sectors. The growing importance
of personalized medicine and the increasing number of orphan drug formulations are creating new



opportunities for biotechnological applications. Furthermore, incentives for innovative biotechnology
companies are strengthening overall market dynamics.

As Turkiye, we are shaping our vision accordingly. | would particularly like to emphasize that, as the
Ministry of Health, we have made significant progress in this field and are making a determined effort
to advance it further.

As of 2023, a total of 155 biotechnological medicines are available on the Turkish pharmaceutical
market, including 130 reference biotechnological products and 25 biosimilars. The total sales volume
of biotechnology products in TUrkiye stands at approximately USD 1.6 billion. By comparison, the
figure exceeds USD 300 billion in the United States. In countries such as Germany, France, and ltaly,
biotechnology sales are approximately USD 10 billion. This comparison clearly shows that our country
has not yet reached the desired level in this field.

Biotechnological medicines account for 16% of Tlrkiye's pharmaceutical market, whereas the average
across OECD countries is approximately 32%. This underscores the considerable effort still required to
advance biotechnology in our country. Likewise, Tlrkiye has yet to achieve the desired share of global
biotechnology patents. While we had only a single biotechnology marketing authorization in 2008,
the number of applications had reached 35 by 2023. In 2024, marketing authorizations were granted
for a total of 381 medicines, comprising 358 conventional products and 23 biotechnological products.

These developments reflect not only the growth of the sector but also an ongoing transformation
toward a more sustainable and value-added pharmaceutical industry. An 8% growth rate, contributing
TRY 3.7 billion to the economy, clearly demonstrates the strategic importance of the biotechnology
market.

The President of TUSEB is also with us today, and | know these issues will be discussed further during
the panel. | do not wish to go into detail regarding the structural changes implemented at TUSEB, but
| would like to emphasize the importance we attach to supporting clinical research. In this regard, |
consider the contribution of the Social Security Institution (SGK) to be extremely valuable, and | would
like to express my gratitude publicly. By undertaking responsibility for covering healthcare expenditures
associated with clinical research, SGK has assumed a significant commitment. We have introduced the
necessary legislative arrangements to support this initiative, and | believe it represents an important
opportunity for both Tlrkiye and the pharmaceutical sector.

| firmly believe that the discussions we will have today will make a meaningful contribution to the
advancement of healthcare in our country. | would also like to emphasize that the ideas emerging from
meetings such as this, although not always directly, do influence the decisions we make at the central
level. Every issue we reflect upon together within this intellectual ecosystem ultimately shapes our
decision-making processes, often in ways we do not immediately recognize.

In the past, we have often said, "This is how the sector views the issue," or "This is where we are weak."
At times, however, concerns such as "Will the public sector react negatively?" or "Could this affect my
professional relationships?" have prevented some criticisms from being expressed openly. Yet every
opinion you share here creates new awareness for us and forms part of the intellectual foundation
upon which we build our transformation. That is why | regard these meetings as exceptionally valuable.

Please know that we are genuinely open to every perspective and that we carefully consider all
criticism. While working at the center does not always allow us to appreciate field realities as deeply as
those of you directly engaged in them, | firmly believe that gatherings such as these provide a platform
for open, honest, and constructive dialogue, helping all of us grow and mature together.

With that, | hope today's meeting will continue in this same spirit and on this shared intellectual
foundation. Thank you all sincerely for your patience and attention.
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Moderator: Assoc. Prof. Dr. Suayip BiRINCI
Deputy Minister of Health

In this first session of the TUSAP Vision Meeting, we have come together to discuss a critical topic that will
shape TUrkiye's future in healthcare and technology: "Strategic Issues in Biotechnology, Pharmaceuticals,
and Next-Generation Therapies.

Healthcare is no longer merely a field of public service; it has become a matter of national security and
strategic competitiveness. Today, we stand on the threshold of a major global transformation. From
Al-assisted drug discovery to genetic therapies, this new era calls for tangible steps toward realizing
a vision of an independent and resilient healthcare system in TUrkiye. Our fundamental objective is to
position TUrkiye as a productive, innovative nation and a regional leader.

WE ARE PURSUING
SCIENTIFIC DISCOVERIES TO
IMPROVE HUMAN LIVES

Cem OZTURK
Regional Head of Eurasia, Sanofi Chair of the Board of Directors,
AIFD (Research-Based Pharmaceutical Companies Association)

First of all, it is truly an honor for us to be here. These platforms provide an
environment where the right steps are taken, ideas are openly discussed,
gradually take root in our minds, and ultimately lead to tangible outcomes.
For that reason, participating here is extremely valuable to us.

As you all know, Sanofi is a global company. With annual revenues of approximately USD 44 billion,
we continue to operate in more than 100 countries worldwide. | am responsible for the Eurasia Region.
Turkiye is an exceptionally important country for us because we manage our Eurasian operations from
here. This region encompasses 17 countries stretching from the Middle East to the Caucasus and Russia.

Why is Turkiye so important? It is a key hub for us because of its young yet rapidly aging population,
healthcare consumption per capita, robust healthcare infrastructure, modern hospitals, and strategic
geographic location. For these reasons, we have established Turkiye as a regional hub. Our objective is
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to further strengthen and expand our global leadership
in immunology within Turkiye.

Sanofi is generally recognized for its work in vaccines.

However, we also make substantial investments Sanofi'nin Dénlsim Vizyonu:

in cardiovascular diseases, immunology, and rare ‘D . .
diseases. One of the greatest strengths of platforms Al DeStekII BIyOfarma slrketl
such as this is that they create opportunities to build

a strong ecosystem. As Sanofi, we attach great 200 yillik bilimsel miras,
importance to being an active part of that ecosystem yapay zekanm gdcdf//g yen/'dgn yaz///go/f/

and contributing to its development. No matter how
large a company may be, meaningful progress cannot
be achieved unless the right stakeholders are brought
together.

A few moments ago, the discussion touched upon the

relationship between war and healthcare. The question was raised: "Which is more valuable—developing
a weapon or developing a medicine?" As sobering as that question may be, it also reminds us of the
profound importance of the sector in which we operate and the vital contribution it makes to humanity.

The Importance of R&D and Clinical Research

We currently have approximately 83 ongoing projects in the fields of immunology and biotechnology.
These initiatives are being pursued with the aim of transforming people's lives and creating a healthier
future. Our work spans a wide range of areas, from an acne vaccine to rare diseases, multiple sclerosis
(MS), type 1 diabetes, and cancer therapies.

Ofthese 83 projects, 38 have progressed to the drug development stage. We are also making substantial
investments in clinical research in TUrkiye, where we currently have 66 ongoing clinical trials. | would
particularly like to emphasize why clinical research is so important:

Approximately 60% of what we refer to as the "value chain"—from the discovery of a medicine to its
production—comes from research and development (R&D). Of that R&D component, approximately
60% consists of clinical research.
By comparison, manufacturing itself
Saglik Ekosistemini contributes only about 15% of the

Dénigtiren total value.

Projeleri Destekliyoruz Manufacturing is, of course, critically

important from the perspective
of national self-sufficiency.
However, complete localization
of manufacturing is not feasible
g:ff;?;i@?&;:fg:fﬁiz o-m‘ / everywhere, because achieving the
}‘;&J;lu‘c;évf:nm‘/?fn 5/':7;3":/3’{'&' necessary scale of production is

essential for economic sustainability.
For this reason, the value of clinical
research is truly immense.




Challenges Facing the Sector and Proposed Solutions

Although investment in clinical research has increased in Turkiye in recent years, the number of clinical
studies has declined. One of the primary reasons is the difficulty of bringing innovative medicines
to market. No matter how robust your clinical research infrastructure may be, if you are unable to
introduce innovative products to the market, you inevitably lose your competitiveness.

The defense industry is undoubtedly of strategic importance. However, investments in healthcare must
be given the same level of priority.

In this context, we believe that global companies such as ours have a responsibility to provide greater
support for innovation and the start-up ecosystem. With this in mind, we launched a program called
PharmUp approximately five years ago. The idea was inspired, in part, by my mother, who called
me every day asking, "Haven't you found a treatment for COVID-19 yet?" That prompted us to ask
ourselves, "If we cannot develop it ourselves, how can we support start-ups that might?" And that is
how the initiative began.

Our first PharmUp program attracted applications from 73 innovative start-ups. Today, that number has
grown to more than 300. We collaborate directly with some of these companies, while helping others
secure international investment.

Our goal is not simply for Sanofi to expand its presence in TUrkiye. We want Tlrkiye to develop its own
molecules, strengthen its R&D capacity, and reinforce the broader vision of "A Producing Turkiye in
Healthcare." In this regard, we are also following developments in Akyurt with great enthusiasm. The
transfer of technology for our Hexavalent Combination Vaccine—the first such technology transfer in
the world to take place in Turkiye—and its implementation in Akyurt represent a tremendous source
of optimism for us.

Turkiye's emergence as a regional hub for pharmaceutical manufacturing and innovation is significant
not only for the country itself but also for global companies such as ours. It offers the potential to
become an alternative manufacturing base to China and India.

An Aging Population and the Importance of Early Diagnosis

When we examine Turkiye's demographic profile, we see that the proportion of the population aged
65 and over has now exceeded 10%. Over the past five years alone, this figure has increased by
approximately 1.5 percentage points.

“Moderator: Yes, the increase is indeed significant. Approximately 54% of this population lives
with four or more diseases. Such individuals consume, on average, ten times more healthcare
resources than the average citizen. The population aged 65 and over is projected to reach 13.8
million by 2030 and 27.7 million by 2060.

In other words, one in every four people sitting in this room today will be over the age of 65 in the near
future. When we consider the impact this demographic will have on healthcare expenditures, the value
of investing in early diagnosis and immunology becomes abundantly clear.

In this regard, | would like to mention an important project we are conducting in collaboration with
Ankara University. On average, it takes eight years to reach the correct diagnosis for a rare disease—
and this is not unique to Tlrkiye; it is the global average. A patient who first visits a family physician with
abdominal pain may wait approximately eight years before receiving the correct diagnosis.

We asked ourselves whether this could be changed. By combining Ankara University's database
with Sanofi's expertise, we are developing an algorithm designed to enable much earlier diagnosis. If
we can reduce this diagnostic journey from eight years to one, patients could gain seven additional
years of improved quality of life while the healthcare system would realize substantial cost savings.
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Should this project succeed, it has the potential to become |
a pioneering model not only for Tirkiye but for the world. Inovatif Teknolojilerle Nadir Hastaliklarda Erken Tani

Projects of this nature cannot be carried out by Sanofi alone,
nor by academia alone. That is precisely why bringing

stakeholders together on platforms such as this is so sanofi ¥ VISIONRARE @
important.

Artificial Intelligence and the Financial Imperative

Research and development has become an indispensable
component of the pharmaceutical industry. Sanofi invests
€8 billion in R&D each year. However, drug development is
such a challenging process that a product receiving an investment of €20 billion may ultimately fail to
reach the market because of a minor adverse effect identified during Phase llI clinical trials.

Artificial intelligence has now become an indispensable part of our lives. It dramatically increases the
likelihood of identifying the right molecular combinations and reduces the margin of error in patient
selection. At Sanofi, we use artificial intelligence in approximately 70% of our small-molecule discovery
activities. This has reduced our costs by around 15%. For a company investing €8 billion annually in
R&D, a 15% reduction represents a substantial amount of funding that can be redirected toward the
development of innovative medicines.

In short, we are entering a highly promising period. With its
infrastructure and digital health databases, Tlrkiye has the
potential to become one of the leading countries in this field.

- However, investmentin healthcare mustincrease substantially.
Insan hayatini

tyrlestirmek igin One of my personal aspirations is this: NATO requires its

b",‘”‘“" o ' ” member countries to allocate 5% of their budgets to defense.

mua;e/er/_nm : y | wish there were a similar mechanism for healthcare, whereby

pesindeyiz. countries would be required to dedicate a certain percentage

' of their gross domestic product each year to innovation and
research and development.

Moderatér: We are the heirs of a civilization that places a
healthy generation above all else. In our country, health prevails over war. Rest assured, we may
even allocate more than that. Now | would like to invite one of the distinguished academics whom
we know well in the field of R&D, a long-standing contributor to this ecosystem, Prof. Dr. Rana Sanyal,
Faculty Member at Bogazici University. We would be pleased to hear your views on the strategic
issues surrounding pharmaceuticals and next-generation therapies, including R&D, biotechnology,
next-generation medicines, investments, and incentives.

This session is being recorded and broadcast. Our reports are shared publicly in accordance with
the principle of transparency. To date, we have not encountered any issues in this regard. We
can ask our colleagues who prepare the reports to confirm this: Has anyone ever instructed them
that "these statements are not appropriate for official public language" and therefore should be
omitted? | certainly have not. As you can see, no public official has intervened to prevent these
remarks from being included in the report. Therefore, | would like to emphasize that everyone
should feel completely free to express their views.



FROM BASIC SCIENCE TO THE CLINIC:
THE JOURNEY OF DEVELOPING AN
INDIGENOUS MEDICINE — STRATEGIC
CHALLENGES AND PROPOSED
SOLUTIONS

Prof. Dr. Rana SANYAL
Bogazici University Faculty Member

| have been a faculty member at BoJazici University for the past 21 years.

Before that, | spent ten years in the United States, where | completed my

doctoral studies and gained experience in the private sector. | worked in pharmaceutical research
and drug development. After returning to TUrkiye, | initiated pharmaceutical research activities at the
university.

By the way, | am an organic chemist. As we progressed through the stages of our research—saying,
"Let's test it in cells, then in animal models"—we began to recognize significant infrastructure gaps. To
address these deficiencies, we established a research center, and that is how the journey evolved. The
center, the Bogazici University Life Sciences and Technologies Research Center, is now 15 years old.

Once the outcomes generated by this center convinced us that we could effectively utilize this
infrastructure and develop innovative products, we founded a start-up called RS Research in 2015. At
RS Research, our work focuses on cancer. We are dedicated to developing targeted cancer therapies.

These are among the most advanced forms of what is commonly referred to as "smart drugs." They
are nanobiomolecular therapeutics that carry both a biotechnological component and, to use a military
analogy, a "bullet" designed to destroy the tumor once it reaches its target. This "bullet" may consist
of either a cytotoxic agent or a radiopharmaceutical. We have pursued this research using different
platforms and delivery systems.

The research itself was always rooted in basic science. However, once basic science reached the stage
of innovation, commercialization became the next step. Supported by venture capital and investment
funding, the company set out to complete all the clinical development stages required for this molecule.

Since this was a novel molecule, we also needed to complete preclinical animal studies. Initially, we
were unable to conduct these studies in Tirkiye, so our first experiments were carried out abroad.
(Today, GLP- and GCP-compliant facilities are available in Tirkiye.) Once those studies were completed
and we concluded that the molecule had become a viable clinical candidate, we began working with
the Turkish Medicines and Medical Devices Agency (TITCK). At that stage, the question became: "Can
we actually bring such a molecule to patients?" This inevitably brought manufacturing requirements to
the forefront.

By manufacturing, | mean the following: this is a synthetic chemical molecule consisting of a polymeric
material carrying a cytotoxic agent, with an additional bioconjugation component involving a
biomolecule. In other words, unlike biotechnological products manufactured using living cells, this is a
synthetic manufacturing process. As a result, both its analytical characterization and purification become
considerably more complex. Once those stages were completed, we aimed to convert the synthesized
compound into a lyophilized product.

Since we anticipated that only limited quantities would be required for clinical trials, we also had to
establish a manufacturing facility in TUrkiye. As part of this ecosystem, we have now built a facility capable
of both synthesis and fill-finish operations, producing clinical-grade lyophilized cytotoxic products.

Once these materials became available for clinical use, we initiated a Phase la clinical trial in oncology,
treating patients individually. While some patients had previously participated in global pharmaceutical
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company studies, our objective was to initiate this entire clinical trial in Turkiye and recruit all participants
locally. At one point we even said, "Why don't we write the clinical protocol ourselves?" It turned out that
this was also a first. Working together with the TITCK, we successfully accomplished that as well, and the
Phase | trial began. After a long journey, we have now reached the final stage of Phase I.

Critical Needs and Recommendations for the Development of the Sector

Moderator: Professor, | do not want to interrupt you, but Mr. Cem, as a representative of a company
currently marketing products, understandably presented a more cautious and optimistic perspective.
As an entrepreneur, however, you are in a unique position to share what could have been done
better throughout this journey. In particular, what improvements would have enabled you to reach
your goals more easily? What shortcomings exist in the current processes, what are the sector's
deficiencies, and in which areas could Tlrkiye have provided a more enabling environment?

Throughout this journey, we have had to undertake many tasks that a start-up probably should not have
to take on—such as establishing our own manufacturing facility. Yet that is precisely what enabled us
to stand alongside the 66 companies currently conducting clinical research in Tirkiye as a company
conducting its own clinical trial. The companies participating in the remainder of this session—Mr. Cem,
Mr. Hasan, and the others—will each present their own experiences as well. Why are meetings like this
so important? Because we have demonstrated that it is possible. We have succeeded in developing a
new medicine.

Yes, artificial intelligence can certainly generate significant efficiencies, but those gains amount to only
about half of the total investment required to develop a new drug. Therefore, my expectations of Al have
their limits. Beyond a certain point, we will still need systems capable of taking a molecule all the way to
where it needs to go—and | believe we will continue to play an essential role in that process.

I would like to begin with your grandfather's saying
because | truly liked it: "When we have less money,
we become more resourceful" To accomplish all
of this, we can compare the amounts invested by
major global pharmaceutical companies with those
invested by start-ups; the FDA has published data
on both. Looking at those figures, one could say
that ingenuity flourishes on the start-up side. |
took that personally. We are genuinely trying to do
something smart. In fact, we have no choice. We are
driven not only by innovation but also by necessity.
If we fail to make the right decisions, we simply will
not survive.

We are witnessing a global shiftin drug development
toward the start-up ecosystem. Comparisons are
often made between healthcare and the defense
industry, and our Deputy Minister referred to this
as well. There are indeed similarities—for example,
the emphasis on developing "national products.”
Likewise, both sectors have large multinational
companies developing products.




However, there is one fundamental difference: the market for these products. When a defense
product is developed, you may choose not to sell it to every country and may impose restrictions on
its distribution. Medicines are entirely different. When you develop a pharmaceutical product on a
global scale, your goal is to make it available everywhere. This creates a different kind of international
reputation and enables Turkiye to build a global standing that differs from its reputation in the defense
sector. There is generally no reason to restrict market access. From the perspective of Turkiye's global
reputation, this is of tremendous importance.

Requests and Recommendations for Clinical Research

Mr. Cem also touched upon clinical research. What can we do here, and what do we want? Let me
move on to our requests:

1. TUSEB and the Scope of the Support Legislation: A new regulation was introduced together
with TUSEB's support for clinical research. | believe this is a very positive development for Tirkiye.
However, we also need to move to the following point: even if you are not receiving support from
TUSEB, if you are developing something in Tirkiye, why should you be penalized simply because you
did not receive funding? In other words, even if no funding has been provided, if you are developing
something in Turkiye, we would very much like to be subject to the same support legislation that
applies to clinical research.

Moderator: We have also had detailed discussions with the General Health Insurance (GHI) side
on this issue. Covering the costs of clinical research as part of healthcare expenditures constitutes
a very significant financial burden. For this reason, it was initially decided to focus support on
certain strategic projects. Even this represents a highly valuable starting point. Your feedback
is valid; however, ultimately, | do not believe that TUSEB, the Ministry of Health, or the General
Health Insurance Directorate would refrain from supporting a critical and strategic product. No one
would want a highly valuable product to fall behind in Tiirkiye because of budgetary constraints.
However, it may be very difficult to cover every product. If other products also enter the Turkish
markettogether with partners in Turkiye, evaluating and filtering such requests would be valuable.
Since our resources are limited, this type of restriction was introduced. Let me once again recall
my grandfather's saying. Due to budgetary constraints, the General Health Insurance Directorate
initially proposed financing clinical research from within the global budget. However, the GHI
side responded positively to our feedback on this matter. We also believe that there will be no
objections from the Ministry of Treasury and Finance. We hope to see clinical research financing
removed from the global budget, demonstrating that the Ministry of Treasury and Finance has
also assumed responsibility in this area.

Yes, we will certainly draw quite a lot from your grandfather today. | am not speaking on behalf of all
global companies. | am speaking on behalf of a company that has developed a medicine in Tlrkiye,
successfully brought it from basic science to the clinical stage, and currently has one product.

2. Clinical Protocol Development (EMA Model): The European Medicines Agency (EMA) has such
a practice: developing the protocol together. | am referring to an approach they describe as "co-
creation." So, what can we do through the Turkish Medicines and Medical Devices Agency (TITCK)? |
am referring to developing protocols for clinical research from the very beginning of the process—not
the stage where | have already submitted my protocol and then ask, "What do you think of this?" This is
my request, and | would very much like you to initiate it. How wonderful it would be if we could develop
our Phase |l protocol together. We currently have a substantial pipeline of clinical research projects
underway. Our first molecule is completing Phase I. We are planning another Phase | application
within the coming year. Let us review that protocol together—not after it has been submitted, but by
developing it together from the outset. That is my request.
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3. Performance Criteria and e-Nabiz Integration: Enrolling patients in clinical research. This is a request
that concerns all of us, everyone in this room involved in clinical research. Let patient enrollment in clinical
research become a performance criterion in the public sector. Can we make this a performance criterion
in public hospitals? There is already a form of performance criterion, but patient enroliment in clinical
research is an area that we must always accelerate. While we are on this subject, there is also the issue
of matching patients for clinical research through e-Nabiz. This information does not need to be shared
with the company. When this information is conveyed to the patient's physician and you say, "There is a
suitable clinical study for your patient," we are talking about something that would immediately facilitate
the patient's early access to treatment.

Moderator: This is a highly valuable proposal. We can implement it immediately. | will take ownership
of this issue without delay.

However, since | am the one proposing it, perhaps you could initiate my protocol first.

Speaker (Mr. Cem): Don't roll it out across Tlrkiye; start from a single site only. We would be happy
to participate in the pilot.

Moderator: This is an excellent proposal. Let's begin with Professor Rana. Are you ready? As soon
as you submit your algorithm, we can see the number of eligible patients in the system and generate
alerts for physicians. This is an application that we can implement very easily.

Thank you. That happened very quickly.

4. The Challenge of Early Access and the Leverage Effect: Early access to medicines is extremely
importantin Turkiye. Everyone in this room has already read and is familiar with the FDA report, particularly
with regard to oncology medicines, where time is of the essence. Unfortunately, the number of new
medicines introduced into Turkiye over the past two years is zero. In other words, among the medicines
approved by the FDA and the EMA, not a single one has entered the Turkish market within two years.

What do we need to do about this? Yes, we need funding. If we had more financial resources, we would
also be able to bring in more products. However, alongside the reasons these medicines are unable to
enter the market, we should also consider that we have medicines of our own. Once we begin supplying
our own medicines to the world, then, in addition to the financial benefits, when a country says, "This is
an excellent medicine; we want it," perhaps it could also serve as leverage for saying, "Very well, then
when that medicine from your country becomes available.." This is something that could be considered.

Moderator: Are you referring to medicines that have received marketing authorization, or does
your assessment also include medicines supplied through the foreign drug program?

From abroad... Specifically, | believe medicines supplied through the Turkish Pharmacists' Association
are not counted in the FDA report. | think Mr. Umit, who knows the FDA report inside and out, should
answer that.



Moderator: Because medicines are also supplied through the foreign drug program. Unfortunately,
court rulings have also become a means of drug procurement. Hopefully, the General Health
Insurance system (GSS) will resolve this issue soon.

Yes, but let's also acknowledge that it is not a good model.

Moderator: Regarding access to innovative medicines in Tlrkiye, figures as low as "around 6%"
are frequently mentioned in public discussions. However, when the actual data are examined, it
is evident that this rate rises to as much as 45% through mechanisms such as the foreign drug
supply program. Although this method is far from ideal, it demonstrates that access to innovative
medicines is, in fact, being provided. | am making this point not to defend ourselves, but to present
another aspect of the current situation.

Participant (Mr. Umit): The issue examined in the foreign drug study is as follows: The study does
not look at medicines that have marketing authorization. If a medicine has been authorized by
the EMA, it is effectively considered authorized throughout Europe. What the study examines is
reimbursed medicines. In Tlrkiye's case, both foreign medicines and... that is, both 4A and 4C are
included... foreign medicines that are reimbursed. That is because the comparison is based on
reimbursement. In those countries, the corresponding medicines are reimbursed. The comparison
is not whether they are on the market, but whether every patient prescribed that medicine can
obtain it under the reimbursement system. If access is obtained indirectly, it is not counted, and
naturally court decisions are not included. As far as | know—and Mr. Eren can correct me if |
am mistaken—payments made pursuant to court decisions do not appear as pharmaceutical
expenditures in either the budget of the Republic of Tlrkiye or the budget of the Ministry of
Labour and Social Security. Instead, they are recorded as personal payments made to individuals.
Therefore, | believe it would be worthwhile for everyone conducting research to determine that
figure and find out how many medicines are being paid for through that mechanism. That is an
entirely separate issue. Neither we nor anyone else has access to those data, nor is it possible
for us to calculate them.
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Participant (Mr. Eren): Mr. Minister, those medicines are included within our total healthcare
expenditures, but not within our pharmaceutical expenditures. However, they are included in the
total healthcare expenditure of TRY 960 billion recorded in 2024. Court-ordered payments have
decreased substantially in the recent period with the expansion of reimbursed procurement. The
results of the related efforts are already becoming evident. In fact, the critical question is this:
Medicines that received FDA or EMA approval within the last two years may not have entered
Tirkiye, but which of those medicines were truly practice-changing or groundbreaking? How
many of them did not reach Tlrkiye? | ask this because these medicines do undergo evaluation.
We conduct the assessments, but our reimbursement committee—the scientific committee—may
conclude that, "At this stage, there is no need to use this medicine." A medicine may have received
approval within the past year or two, but approval alone is not our sole criterion. What is important
is the actual contribution that medicine makes to patients. Is it truly groundbreaking? Does it
fundamentally change clinical guidelines? Or is it simply an alternative molecule that still requires
additional clinical evidence?

May | respond to that? Because | can answer from a completely impartial standpoint. | represent a
company that sells none of these medicines. | am neither with AIFD nor with Sanofi.

| consider it my responsibility to provide you with a list identifying which medicines were truly critical,
which would have become first-line therapies, which entered other markets but could not reach Turkiye
within the first five years, and which have still not reached Turkiye over the past decade. | say this with
great regret: unfortunately, we currently have medicines that have profoundly changed clinical protocols
and transformed patients' lives, yet we have been unable to introduce them into Tirkiye even within five
years.

Participant (Mr. Eren): The reason | mentioned this is that there are also medicines such as
etomidate, a basic anaesthetic agent that should be used as a first-line option, which may at
times be unavailable in the country. Being innovative or recently authorized is not, by itself, our
only criterion. As you rightly said, if a medicine is truly groundbreaking, significantly alters clinical
guidelines, and still fails to obtain reimbursement, then that becomes a much greater responsibility
and a much greater burden for us.

Moderator: Professor, | will bring representatives from the Ministry of Treasury and Finance to our
next meeting. Please don't be too hard on Mr. Eren—he shares the same perspective as we do.
In fact, we now understand more clearly why representatives from the Ministry of Finance are not
here today.

Speaker (Mr. Cem): | would like to contribute to this discussion. In my opinion, everyone who has
spoken here is right. First of all, | would like to thank Professor Sanyal, because, as she mentioned,
there are truly remarkable innovative medicines.

These data are among the key indicators companies like ours consider before making investment
decisions. In the past, when approximately 20% of the medicines approved by the FDA in the United
States entered the Turkish market, this was not regarded as a problem because the vast majority
of the highest-priority medicines were already reaching our country. Rare and exceptional cases
could still be accessed through court decisions.

However, once that figure declined to 3—4%, the inability of innovative medicines to enter the Turkish
market became a serious issue of discussion, affecting the entire ecosystem.



Before making an investment, an international investor or a major pharmaceutical company
examines several fundamental criteria:

- What percentage of the gross domestic product is allocated to healthcare?
- What proportion of that healthcare budget is allocated to pharmaceuticals?

- Is there a realistic opportunity to introduce innovative medicines into the Turkish market?

When all these indicators are considered, we unfortunately continue to rank last among OECD
countries.

I must state very clearly that | have worked at Sanofi for 22 years. Ten to fifteen years ago, we had
operations in around 100 countries. Today, that number has fallen to 65. As costs increase, global
companies are compelled to choose the countries in which they will invest. Whether Tlrkiye is
regarded as a key market is assessed on the basis of these key performance indicators (KPIs).

As aresult, Turkiye is gradually losing its competitiveness. Moreover, every delay in reimbursement
decisions sets us back by at least three years, because even after a positive reimbursement
decision is made, it takes a minimum of three years for the medicine to become available in
Turkiye.

| do not accept the argument that these low access figures can be explained by saying, "These
medicines are not coming because we don't want them," or "We did not consider these medicines
worthwhile!" There are undoubtedly medicines on that list that we would very much want to see
introduced into TUrkiye.

Since this is the current reality, we must support clinical research far more seriously and much more
vigorously. Supporting clinical research at the earliest stages will enable our patients to gain access to
medicines. The figure in the FDA report points to a real issue. Whatever the reason may be, we must
first acknowledge that reality and then decide what kind of strategy we should adopt in response. My
principal recommendation is to expand and strengthen clinical research. There is already a desire to
increase clinical research, and this situation provides an additional justification for making that decision.

5. Pricing Regulations for Locally Developed Medicines: Although this falls outside my own area of
expertise, it is an issue that many companies in the sector understand very well. In Tirkiye, we have
not yet implemented a pricing process for a medicine that has been developed in Tirkiye and will
receive its first price approval in Turkiye. We urgently need legislation to regulate this process.

Of course, when we develop a global product, there is always the option of saying, "Don't obtain a
price in Tirkiye—go and obtain the price in the United States first" However, why would we choose
such a delay? Many countries, such as South Korea, have already established pioneering practices in
this area. We also know that the initial pricing decision subsequently serves as a reference for many
other countries.

For this reason, we need regulatory mechanisms governing pricing and the subsequent reimbursement
policy. One of the products we have developed is currently continuing its clinical development. Since
it is a cancer treatment, it will complete Phase Ill. However, do not imagine that this process will take
"another ten years or so." The product we are discussing has the potential to reach the market even on
the basis of Phase Il data. Products of this kind are on the way, and therefore the necessary legislative
infrastructure must be established without delay.

Moderator: You raised some excellent points. | have been given quite a bit of homework. As for
making this a performance criterion in the public sector: yes, this can be done. | will also bring this
proposal to the attention of our Minister, because | believe it is a very good suggestion. Although
itis not directly related to clinical research, there is already a scientific publication score within the
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academic incentive system. We could incorporate it into that scoring system and, without making
any legislative changes, convert it into a performance criterion. | believe our Minister will strongly
support this proposal, and | will present it to him.

THE DRIVING FORCE OF
TRANSFORMATION IN HEALTHCARE:
INNOVATION AND VALUE CREATION
FOCUSED ON TURKIYE’S NEEDS

Farid BIDGOLI
General Manager, Roche Pharmaceuticals Tlirkiye

It is a great honor and source of excitement for me to come together with
you once again in such a vital session as Strategic Issues in Pharmaceuticals
and Next-Generation Therapies.

Some of you may remember; exactly one year ago, on this platform, | had my first TUSAP experience,
and today | am very happy to be among you once again and to meet with these valuable stakeholders
of the healthcare ecosystem.

Today, as you can also see on the screen, under the title “The Driving Force of Transformation in
Healthcare: Innovation and Value Creation Focused on Turkiye’s Needs,” | will share with you Roche
Turkiye’s strategic role, vision, and commitment in this major transformation.

As | begin my speech, | would like to start with an interesting anecdote that shows how deep-rooted and
strategic our bond with Turkiye is.

Roche’s presence in Turkiye is much more than a simple commercial relationship; it is the product of a
deep partnership whose foundations are based on the foresight of Mustafa Kemal Ataturk, the founder
of the Republic of Turkiye.

There is a striking fact that shows how strong a negotiator and visionary the Turkish nation is: the first
request for strategic cooperation negotiations
between Roche and Tirkiye came directly from

Roche Tarkiye'nin Saghga Katkast & the Government of the Republic of Turkiye.
. 0 10yt 12 milyondan fasta P —— Following Atatlirk’s initiatives, this relationship,
G ! TN which began in the 1940s with the supply of

opium, one of Tlrkiye’'s strategic resources at
. 9 that time, to Roche for the production of high-
qguality medicines, has today gone beyond being
merely a company that brings medicines and has
@ transformed into a strategic partner that focuses
on local needs and brings data-driven innovation

and next-generation therapies to Turkiye.



This deep-rooted history is the strongest proof of how permanent and value-creation oriented our
presence in Turkiye is.

Now let us take a closer look at how this deep partnership shapes today’s transformation in healthcare.

First, let us look at patient focus, which is our fundamental purpose: In the last 10 years, we have
reached more than 12 million patients with our innovative treatment and diagnostic solutions. To make
the size of these figures more concrete, approximately 6 million units of our medicines touch patients’
lives every year, and by performing 1 billion diagnostic tests annually with Roche kits and devices, we
support patients in rapidly reaching the correct diagnosis.

The driving force behind this impact is our R&D and our confidence in Tirkiye.

Over the last 10 years, with a momentum increasing by more than 800%, we have made a total
investment of 4.1 billion TL in Turkiye. This is not only a financial commitment, but also an indicator of
our belief in Turkish science and healthcare potential. Thanks to this investment:

- We collaborate with approximately 1,500 research centers,

« We enable more than 63,000 of our patients to gain early access to innovative treatments through
clinical studies.

In addition, our investment of approximately 200 million TL in physician training and scientific meetings
shows the importance we attach to the development of our human resources.

Yes, all these metrics reveal the scale of our operation in Tirkiye and its positive impact on patients.
However, as a General Manager, | also know very well that despite all these investments and efforts,
there can still be difficulties in access to certain innovative treatments.

At this very point, | would like to share our core message beyond the numbers: True success should
be addressed as a success story.

As a pharmaceutical company, the promises we make or the investments we make alone can
Create an impact only up to a certain point.
However, when the healthcare system works
at full efficiency and in harmony with every e s -
unit, including legal regulations, investment —

Tiirkiye'de Meme Kanseri ()

incentives, funding mechanisms and sector <" : n’:ufb ' o a o L
cooperation, we can create a truly lasting and i .,.i,.,‘";""' s s |l | Tl
revolutionary positive impact not only on 12 \ ) etz e
million people, but on the entire population SN

of Turkiye.

We can better make sense of the vital
importance of the system working with all
its components through a concrete public
health issue. This issue is Breast Cancer,
which has strategic importance on Turkiye’s health agenda and is unfortunately one of the greatest
threats to our women.

Breast cancer is not only the most common type of cancer among women, but also ranks second
among cancer-related deaths.

- Worldwide, one woman is diagnosed with breast cancer every 14 seconds.

- One in every 8 women carries the risk of facing this disease during her lifetime.

- When we look at Turkiye, the incidence rate points to a high rate of 43.4 per 100,000 women.
These figures show us that this disease requires a comprehensive and national struggle.
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However, within all this challenging picture, the strongest message that gives us hope is also here:
Breast cancer can be completely cured when diagnosed early and treated.

| would like to draw your attention to the most striking statistic here. This is evidence showing why we
need to act quickly and correctly in our healthcare system:

- If a woman is diagnosed at Early Stage |, the 5-year survival rate is 100%. This means an excellent
outcome for our patients and almost complete recovery.

- However, when the disease progresses and reaches Advanced Stage lll, the survival potential
rapidly declines to 74%.

- When the disease becomes metastatic, that is, when it reaches Stage IV, this rate unfortunately
shows a much more dramatic decline.

This picture does not only show us statistics. It also proves that early diagnosis and access to the right
treatment create the difference in life between 100% and 74%. This is the fundamental reason why,
as Roche, our focus on next-generation therapies and diagnostic solutions carries a humanitarian
responsibility beyond innovation.

We have seen the burden created by
diseases such as breast cancer and the
value of early diagnosis. So why is bringing
solutions to these problems and investing in
next-generation therapies not only a medical
issue, but also a critical matter of Social
Value? Why should our focus be on the role
of women?

Neden Toplumsal Deger' {mere)

Women form the roots and the fabric of life
of this tree, both economically and socially.
First, let us look at the dimension of economic
productivity:

« Over the last 20 years, the number of working women has almost doubled, reaching 9.9 million. The
increase in the employment rate from 25% to 32% shows that women are the main driving force of
economic growth.

However, the role of women in society is not limited only to the economy. They are also the main actors
of our social resilience. According to the data of the Ministry of Family and Social Services, 84% of official
caregivers in Turkiye are women. Women generally put themselves in the background and prioritize the
health and well-being of everyone in the household and around them. Our strategic view is this: If we
pay attention and care to these roots (women’s health), the leaves and branches of society (our general
well-being) will naturally become stronger and grow.

This situation turns into a strategic challenge, especially when combined with the reality of the Aging
Population in TUrkiye:

- Our population over the age of 65 is increasing rapidly and is expected to reach 19.5% in 2030.



- The most critical projection is that by 2040, there will be 1 elderly individual for every 3 working
people.

Our women, who add so much value to society and carry the burden of care, unfortunately face the risk
of becoming dependent as they age. As far as | can see, women care about others much more than
anyone else in the world. Therefore, our strategic priority is to keep this valuable population healthy
and economically active for a longer period.

Healthy women mean a lower care burden, higher productivity, and therefore a more resilient national
economy. Facilitating access to next-generation therapies is the key to achieving this strategic goal.

We have a responsibility to look at the
Meme Kanserinde Tanidan Tedaviye Hasta Yolculugu (oorey entire patient journey in Breast Cancer,
i ks ] iniided B P NPT VN from diagnosis to treatment, from a holistic
perspective.

Our vision of Social Value Leadership in the
Fight Against Cancer requires us to focus
strategically on every stage of this journey:

1. Awareness: The journey begins with the
most critical step, namely Awareness. If we
remember that early diagnosis raises the
survival rate to 100%, supporting screening
and awareness-raising efforts is the first
and most valuable step.

2. Diagnosis: The second stage is the process of rapid and accurate Diagnosis. Roche’s global
strength in the field of diagnostics (VD) plays a critical role in increasing the quality and speed of
diagnostic processes. Accurate diagnosis is the key to the newest treatment.

3. Treatment: The third stage, Treatment, is the area where our next-generation innovative medicines
come into play and where we improve the patient’s quality of life and survival. Ease of access is
of vital importance here.

4. Follow-up: Finally, the Follow-up stage. Continuous monitoring and support of the patient after
treatment, and remaining alert against the risk of recurrence in order to maintain long-term survival
and quality of life, are also within our area of responsibility.

For us, Social Value Leadership
requires investing in and producing Toplumsal Deger Yolculugunda Farkindalik Gt
solutions not only for one part

of this journey, but for the entire | & | : ] S
N

chain extending from the patient’s 7 Bilgiyi Teknoloji lle I
. . L i Destekieme [ Destekleme )
first suspicion to continuing life as

a healthy individual. Our strategic Dot lleriede aile Uzun yiBardhe KETEM lede s Kadn B Dedsin ve

Mesalona Yendsin

focus is to ensure that no link in this
chain is broken.
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Let us take a closer look at the = i T
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Awareness stage, the first and ) | lrtindahga ket

perhaps the most critical step of e <

the patient journey. If we remember
that early diagnosis in breast cancer
means 100% survival, every effort at this stage means a direct investment in our national welfare.

In this social value journey, we focus on three main strategic areas to increase awareness:
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1. Expanding Screening: Creating Concrete Impact

- First, we support the expansion of screenings, which are the most important tool for early diagnosis.

- We have been working in cooperation with KETEMs for many years and have been supporting the
Bahcesehir Screening Project of the Breast Health Association (MEMEDER) for ten years. Thanks to
this continuous support, approximately 10,000 women have been screened with mammography.
Such screening projects are the only way to detect cancer while it is still at Stage | and to maximize
patients’ chances of survival.

2. Supporting Knowledge: Empowering Healthcare Professionals

- Another pillar of awareness is empowering the actors on the front lines of the healthcare system:
Supporting Knowledge.

- In cooperation with the Turkish Surgical Association, we organize training programs for our family
physicians working especially in our eastern provinces, where access is difficult. Family physicians
are the first point of contact with the patient; their knowledge of current approaches to breast cancer
and proper referral is a vital link in the early diagnosis chain.

3. Supporting Through Technology: Reaching Large Audiences

- Finally, we increase awareness by using next-generation tools: Supporting Through Technology.

« Through our digital campaigns such as “Kadin Eli Degsin” and “Merakina Yenilsin,” we inform
women about breast self-examination and the entire patient journey by using websites, social media
platforms and mobile applications. Digital tools provide us with the opportunity to reach millions who
cannot be reached through traditional methods.

This threefold strategy, namely expanding screening, refreshing physicians’ knowledge and using
technology to reach large audiences, represents the concrete steps we take at the awareness stage in
the fight against breast cancer.

In the Age of Artificial Intelligence
(Al) we are in, we see that demand
for hospitals and healthcare services
¥ has increased dramatically. In order to
meetthis demand burden andimprove

Q the quality of diagnosis, we need to
integrate Artificial Intelligence-based

diagnostic methods into our systems.

Q ' 5 g e e 6 As Roche, we also use methods that

will facilitate and accelerate women’s

Toplumsal Deger Yolculugunda Tani Gt

sanal Konsey
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E - breast cancer diagnosis through
e E digital technologies and platforms.
. X— Our strategic solution is to create

a national platform that eliminates
geographical barriers:

- Digital Radiology and Pathology: By digitalizing diagnostic imaging and pathology data, we enable



complex data to be shared quickly, securely and easily. Together with our multidisciplinary teams,
we actively use digital pathology.

« Virtual Tumor Board Platform: The most strategic part of this process is our central platform that
brings diagnostic data together. Thanks to this platform, a physician anywhere in Tlrkiye can
transfer case data here and request access from a physician at the center or from another specialty
hospital.

This platform has two main benefits:

1. Multidisciplinary Quality: Regardless of geographical location, the case can be brought to a Tumor
Board (Virtual Tumor Board) in order to receive the most accurate and up-to-date diagnostic
consensus.

2. National Access and Standardization: This is our commitment to standardizing diagnostic quality
nationwide and delivering the best expertise to every patient in the shortest possible time.

With this platform, we not only support diagnosis, but also ensure that patients coming from the
awareness stage can access Stage | diagnosis wherever they are. Let us not forget that the success of
next-generation therapies depends on accurate and rapid diagnosis.

Traditional approaches .
unfortunately create a major time Toplumsal Deger Yolculugunda Tedavi Yénetimi' (ot

burden for our patients, especially Evde Saik Hizmetleri

for our women with breast cancer.

For traditional Intravenous (IV) T *a -
Applications in the hospital, the =! Ry | ‘#
patient has to spend between 4 and :

7 hours in the hospital, including Uygulama 120 dk Uygulama § dik Uygulama S dk
administration and  monitoring, NP —”"““‘ . m””'““
together with travel and waiting + + T000 nastadn 25000
times. This is a serious inefficiency Yol 4 iy e

and challenge for both the patient
and the healthcare system. T M i e A Ve L S

At this point, we carried out a
strategic paradigm shift in treatment management. We moved the treatment from Intravenous (IV)
administration to Subcutaneous (SC) administration, which is much more practical and faster.

« As you can see on the screen: while Intravenous administration in the hospital takes approximately
3.5 hours, with the new Subcutaneous Application, this duration can be reduced to a total of 20
minutes in healthcare centers.

« Especially thanks to our partnership with TITCK (Turkish Medicines and Medical Devices Agency),
we significantly shorten this waiting and administration time, optimizing the patient’s hospital
experience and total journey time.

However, we are taking this transformation one step further: Home Healthcare Services. This is not
only about saving time, but about fulfilling our Social Value commitment that we mentioned in the
previous slides.

Why home care?

« Let us not forget that women are the ones who carry 84% of the caregiving burden in Tlrkiye. They
have to take care of their children and elderly parents, and going to the hospital is a major logistical
barrier for them.

- In addition, they may not want to leave home due to personal difficulties such as hair loss related
to chemotherapy. Home care gives them both full access to treatment and the freedom to maintain
their social and personal roles.
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The results of the home healthcare projects we have implemented with the support of institutions such
as the Istanbul Provincial Health Directorate are striking:

- In just 1,000 patients, a total of 25,000 hours of time savings is achieved for the healthcare system
and patients.

« This means approximately 60 hours per patient.

This is a concrete example of how
Hastaligin Kaderini Degistirmek Gty innovative treatment directly contributes

_ to the patient’s social life and to society’s
( 'rf‘.-l*

Ve : economic cycle, in other words, how it is
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For us, success is not only making
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according to the patient’'s medical and
Binlerce kadin hastalifin en zorlu ve yikici evresini yagamadi, personal needs. This holistic approach

enables us to make a major difference by
bringing together the Medical Journey, the
Supportive Process and the Social Role.

Especially through the combination of early diagnosis, smart medicines and the right diagnostic tests
(such as HER2), Turkiye truly has a groundbreaking potential in this field prospectively.

Here is the concrete and proud result of this effort:

With innovative treatment approaches targeting the HER2 receptor in early-stage breast cancer and
planned according to the medical and personal needs of patients, 3,859 cases of metastasis have been
prevented in Turkiye.

This striking figure is not the success of a medicine alone, but proof of how life-saving Diagnosis made
at the right time, Personalized Treatment and the cooperation of the entire system can be.

What does this mean? Thousands of women did not experience the most difficult and destructive stage
of the disease, namely metastasis.
They were able to continue carrying
the caregiving burden of their
families, continued to contribute to

the economy, and reached the 100% 9 Q 0

survival pOtentlal achieved when 10 yilhik dénemde SnGne gegilen 3.059 metastaz vakas ile:
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- On a Patient Basis: Thanks to early diagnosis and current treatment approaches, we can gain an
average of up to 27 additional years of life for each woman whose metastasis is prevented. This
is not an ordinary increase in longevity; it is a meaningful increase in life expectancy, adjusted for
productivity and quality.

- In Total: With these 3,859 metastasis cases that we prevented over a ten-year period, we create a
total of 100,000 years of gained life years (Quality-Adjusted Life Years — QALYs and Health Adjusted
Life Years — HAEYS).

These 100,000 years are active and healthy years that patients spend outside the hospital during
their treatment processes, contributing to their families, their surroundings and, most importantly, the
economy.

The critical point here is the concept of Productivity-Adjusted Life Year (HAEY). A woman who
overcomes breast cancer:

1. Can Return to Work: She continues to contribute actively to the economy, and productivity loss is
prevented.

2. Maintains Her Social Role: Instead of becoming dependent on others, she continues to maintain
her social roles that form the roots of her family and society; she continues to provide benefit in
indispensable roles such as motherhood, parenthood, sisterhood and being an aunt.

This means that Survival, Quality of Life and Productivity are an inseparable whole. The investment
we make is not only about treating a disease, but about creating an economic and social cycle that
strengthens society from its very foundation.

Distinguished guests, the final

and most important output of Sonuc: Deger Odakli Yaklasim, Siirdiiriilebilir Gelecek’ Gt
the innovation in Awareness and
Diagnosis, the practical solutions 1U"'3'l""8"'§'§”“”

in Treatment Management, and the
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Saglhk Sistemi
productivity we add to the lives of m )
our women is shown on this slide. Ghroren W
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We examine the economic impact v 32.5 Milyar Toplam Ekonomik Etki

created by the 3,859 metastasis
cases we prevented through the
iceberg analogy. This is not only
about avoiding healthcare expenditures, but also about actively contributing to the economy.

In total, we create a massive Economic Impact of 32.5 Billion TL:

1. Healthcare System Cost Savings (25.4 Billion TL): This is a major saving achieved from the high
costs of advanced-stage cancer treatment, unnecessary hospital visits and bed occupancy rates.
Think of Istanbul traffic and the intensity in hospitals; this figure means the easing of a major
burden on the system.

2. Non-Medical Cost Savings (4.2 Billion TL): This saving is the recovery of the time and resources
spent by patients and their caregivers.

3. Income Continuity (21 Billion TL): This is the income continuity provided by women who return
to working life after overcoming breast cancer. When our women can return to the system, their
contribution to the national economy increases rapidly.

4. Tax Contribution (750 Million TL): This is the additional tax contribution provided to the state
together with increased productivity.
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This 32.5 Billion TL is not only a saving; it is a resource that can be reinvested in Turkiye’s future. This
saving can be directed to highly valuable areas, such as supporting 50,000 women entrepreneurs or
providing scholarships to 250,000 female students.

My Closing Message will be very clear and direct:

Tirkiye is on its way to becoming a rapidly ageing population. In the next 10 years, people’s dependence
on otherswillincrease. Therefore, by contributing to health today, we reduce dependence and strengthen
the most productive and most resilient segment of society: our women.

Let us not forget: Contributing to health means contributing to the value of the nation.

Moderator: Mr. Farid, speaking of women, as a friend of yours who recently lost his mother, | applaud
the women in this room.

Because one in every 5 women, 22%, used to present with stage 4 and stage 5 cancer in Tlirkiye.
In breast cancer, thanks to these screenings and programs in Tliirkiye, currently one in every 200
women presents with breast cancer at level 4-5, at the final-stage level. We have shown in a very
short time how effective preventive approaches to cancer are in Tiirkiye. | would also like to thank
my colleagues, who are the representatives of this effort, in their absence. | thank both the sector
and my teammates working at the Ministry of Health and in the healthcare sector. Let us also
remember them here.

SUSTAINABLE GROWTH PERSPECTIVE IN THE
DOMESTIC BIOTECHNOLOGY
ECOSYSTEM

Dr. Hasan Ersin ZEYTIN
General Manager, Yerlika Biopharma

| have been working in the biotechnological medicines sector for 31 years.
Approximately 10 years of this period were spent in the United States; my
doctoral and postdoctoral studies focused on cancer immunotherapy and
gene therapy. Many of the products we were working on at that time have
now gradually begun to enter the market.

| have been in Turkiye for 23 years, and throughout this period | have

continued to work in the field of biotechnology. Thanks to the opportunities provided to me by my
previous company, | had the chance to contribute to many important initiatives. In 2007, we conducted
a Phase 2 study with a biotechnological product and established the largest pharmaceutical production
facility in the field of biotechnology. We developed a vaccine for COVID and brought it up to Phase 2. In
short, we have had many different experiences in this field.

For the last two and a half years, | have been working at Yerlika. Yerlika is a company established in
Tirkiye in 2016 and supported by foreign investors. They have approximately 30 biosimilar products
sold in their own countries and in other markets where they operate. When | received the offer, | said, “I



have one condition for coming to your factory in Tirkiye: Will you carry out technology transfer, or is
there no need for me to come?” Because | strongly believe in the importance of production. Thankfully,
they stood behind the promise they made. Over the last two and a half years, through technology
transfers that had not previously been carried out in Turkiye, we have started to produce our products
domestically.
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| have been using this slide for approximately 7—8 years. | do not want to talk about access; my main
purpose is to understand the modalities of these 173 innovative medicines. | look at this and proceed
based on this data to understand what kind of products these medicines are and where we should be
heading.

| truly believe this: If you do not manufacture, if you do not invest in R&D, you will always have difficulty
in accessing innovative medicines. Bring as many clinical studies to Tlrkiye as you wish; unless
production is carried out here, ultimately you will have to buy from abroad. This leads to a major foreign
trade deficit.

As a habit coming from my scientific background, | examined these molecules one by one — Mr. Umit
and his colleagues must have looked at them as well, perhaps others too. The picture that emerges
is as follows:

« 32 of them are what we call “me-too” medicines; in other words, medicines similar to products that
were already on the market and patented.

SUSTAINABLE
HEALTHCARE...

30 | 31



- 109 of them are “first-in-class”; these are molecules that truly bring innovation and have the potential
to change the field.

« There are 114 medicines targeting unmet medical needs.

The point | would like to emphasize here is this: | am not presenting this data for the access discussion;
my aim is to see the modalities, that is, the types of these products and where we need to head. However,
another interesting and noteworthy piece of data is this: The list includes 98 products for which no
marketing authorization application has been submitted in Turkiye. In other words, the fact that the
company does not submit a marketing authorization application in Turkiye is also one dimension of the
access problem.

There may be various reasons for this. Let me give an example: There is a malaria medicine on the list.
| do not know when we last heard of malaria cases in Turkiye; there are probably 2—3 cases. Therefore,
that company may not have considered Turkiye one of its priority markets and may not have submitted
an application here. We need to examine the reasons behind such decisions more carefully.

Yenilikgi ilaglar olarak nitelendirilen ilaglarin % 40 biyoteknolojik
yontemlerle liretilmektedir.
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Monoklonal antikordann pazar hakimiyetlen srimizdeks yillarda devam
edecektin
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But my main subject is to look at what these 173 medicines on this slide are. Now we categorize them:
we divide them into two groups as chemical medicines and biological medicines. The majority, that
is, approximately 60%, consists of chemical medicines, while the remaining 40% consists of biological
medicines. In addition, there is also one botanical medicine among them.

Monoklonal antikorlar sadece onayl iriinlerde degil, gelistirilmekte
olan driinler icinde de en fazla calisilan molekiillerdir.

Yertika



Trends in Biotechnology and Import Dependency

| am talking about the field of biotechnology. In this context, we need to look at the subgroups and
submodalities of innovative medicines. When you examine them, you see the following: monoclonal
antibodies constitute the majority of this group. When you look at the product portfolios currently under
development by companies, you also see that monoclonal antibodies will maintain this dominance in
the coming years.

We talk about gene therapy, we talk about ADCs; however, from the perspective of production, it is
seen that the products that will be used most in the coming period will again be monoclonal antibodies.
When you look at the medicines whose clinical and preclinical studies are ongoing, and those that
have been approved, the same picture appears. In biotechnological medicines, we see that many
companies are working most intensively on monoclonal antibodies.

Therefore, the direction of the market is evolving toward this area. If Tirkiye is to take a strategic step,
we believe that we need to focus on this field.

2024 yilinda Tirkiye ilag pazarinda biyoteknolojik ilaglarin degeri 2,4
milyar dolara ulasmistir.

Tiirkiye Ilagc Pazan

o
Kamnwensiy onel
Molek

e —— 158
Bryoteknalalik
Molekis
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When we look at the Turkish market, we see that as of 2024, total spending on biotechnological
medicines has reached the level of 2.4 to 2.5 billion dollars. There are currently 158 biotechnological
molecules in Turkiye. According to IMS data, these 158 molecules are registered among medicine
groups.

By comparison, there are approximately 4,500 molecules among chemical medicines, and their total
value can also be seen in the table. Therefore, we can say that biotechnological medicines are both
increasing numerically and forming a market that is gradually growing in terms of value.

Tiirkiye biyoteknolojik ilag ithalati icin 2030’a kadar yaklasik 18
Milyar dolar édeyecektir.

Biyoteknolojik Uriinlerde
Pazar Gelisimi ve Ongdriisii (USD)

Turkgye, son 5 wida biyoteknolajik ilag ithalat ign kimdatif olarak 10 milyar ABD dolar
harcamistr

Ayru bayome hez ile 2030'a kadar komdatif dlarak 18 Milyar USD ithalata harcayacadimiz
an goralebdir.

x Yertika
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Do we see this? Over the past five years, cumulatively, we have spent a total of 10 billion dollars on these
products. If this development continues in the same way, by 2030 we will be talking about a budget of
approximately 18 billion dollars.

However, there is an important point here: 99.9% of these products come from abroad. Therefore, we
need to ask ourselves the following question: Do we have such a budget? | know that Tlrkiye is a large
and strong country, but this burden in pharmaceutical expenditures is gradually increasing. We need to
focus on how we can prevent this burden and how we can reduce it.

Kullandigimiz biyoteknolojik ilaglarin 9% 60" regiilasyonlarim kullanmak zorunda oldugumuz
AB ilkelerinden ithal edilmektedir.

Tiirkiye'de satilan driinlerin
imal dlkeleri
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Here, we also need to ask the following question: Alright, we import these medicines, but where do we
import them from? When we look at the data, we see that approximately 60% of these products come
from European Union countries, whose regulations we are required to comply with. In other words, this
money actually goes directly to Europe.

We continue to implement their regulations, and within this framework, we continue to purchase
medicines from the same countries. We need to look at this situation carefully, because it is a very critical
point. If no change is made here, the process will continue in the same way, and 18 billion dollars will
again flow abroad in this manner.

Diinya’da biyoteknolojik ilac liretim kapasitesi her sene
giderek artmaktadir.

Ddnya Uretim Kapasitesi (milyon litre)
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Production Capacity and the Ineffectiveness of Incentives

We need to talk about production, because as | stated earlier, | come from a manufacturing company
and | truly believe in the contribution of production to health. | attach great importance to the added
value provided by production.

This visual shows biotechnological drug production capacity in the world in liters. As of last year,
global production capacity reached 15.6 million liters. In other words, all countries around the world are
making serious investments for the production of biotechnological drugs — | underline this, they are
making investments for production to take place.

When we look at Turkiye’s situation, we only have a facility capacity of 10 thousand liters. If we do
not make a fundamental change here, if we do not take new strategic decisions, we will face serious
difficulties in this area. My dear General Manager, otherwise we will have to pay much more money for
the import of biotechnological drugs.

Moderator: He has already submitted it to the Ministry of Treasury and Finance. There is nothing
to be done. He says the Ministry of Treasury and Finance should think about it.

Tiirkiye, son 20 yilda Biyoteknolojik Ilag iiretimi icin bircok destek ve
tesvik programi
hazirlamis ve uygulamistir.

¥ 9,10, 11 ve 12. Kadkanma Planlan

2024-2026 Orta Vadeli Program
2024-2028 Saghk Bakanhdr Stratejik Plam
v K K € €

1 Yertika

In fact, we are aware of this situation; for years, even for more than 20 years, we have been acting
with this awareness. When you look at all the development plans and the incentives provided, you can
clearly see this. In addition to the incentives provided by the Ministry of Health, the Ministry of Industry
and the Ministry of Economy, including the most recent incentive provided by the SGK in 2025 for the
reference product in clinical trials, numerous support programs have been implemented in Tlrkiye for
this field.

To speak frankly, I really do not know whether there is another country with such a comprehensive
incentive system. It is discussed a great deal, but Turkiye has taken serious steps in this regard; these
incentives should also be given their due credit. Companies have benefited from them.
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cok zengin bir dlkedir.

Gancel durum

Rubaatiandimea  Ticar!
Gim Urenimn vt

Tirkiye'de son 7 yrlda
hichir yatsrim
stir

En son yapslan yatsim
2017-2018 ywhnda
baslatilmestir

5o
34250

Eder buton tesisler ful kapaste cabsrsa dlkemizde yaklasik 360 seri ticari dretim
yapdadilir

Yertika

Biotechnological Medicine Production: Capacity and Taught Helplessness

The table you see shows the status of companies investing in the production of biotechnological medicine
raw materials in Turkiye. Without naming the companies, | would like to touch upon a few critical points:

1. Capacity: Compared with figures such as the 10 thousand liters | mentioned in my previous speech,
the capacities of these facilities and

2. Commercial Production Series: When this existing capacity, established through incentives, operates
at full capacity, according to my calculations, approximately 360 commercial production series can
be carried out annually in our country. This may mean 360 series of a single product or one series
of 360 different products. Every scenario needs to be evaluated, but this potential exists.

However, despite this existing capacity, | would like to draw attention to the table: For the last seven
years, there has been zero investment in biotechnological medicines in Turkiye. No one is investing.

Moderator: | would like to hear the reason for this situation.

The expression “learned helplessness,” used by a bureaucrat when describing this situation, had caught
my attention. | call this “taught helplessness.”

Moderator: What should we do?

Are the existing facilities operating? Arven, one of the well-known companies engaged in commercial
production, was operating. As our own company (Yerlika Biopharma), we submitted a marketing
authorization application this year with our own production. However, when we look at the general
picture, this is the status of biotechnological medicine production in TUrkiye. As you can see in the table,
mammalian cell-based facilities exist, and these facilities are capable of production.



2024 yilinda iilkemizde en fazla satisi olan 25 molekiil’iin 23’0
lilkemizde iiretilebilir.
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The 25 products sold in Turkiye in 2024. | ask which of these can be produced by these facilities? One
of two issues is: Does the facility have the infrastructure to produce this? The second is whether these
products have patents. If they have patents, you cannot produce them anyway. Turkiye is currently
in a position to produce 23 of the 25 best-selling biological products. It has the facility, and there is
no patent. We need to look at the issue in this way. We need to look at how we can use the existing
facilities.

In this table, you see the 25 biological products with the highest sales in Turkiye in 2024. We analyzed
whether these products can be produced in our existing facilities based on two main criteria:

1. Technical Infrastructure: Does the facility have the infrastructure to produce this molecule?

2. Patent Status: Are the patents of these products still in force? (Products with ongoing patents
cannot legally be produced.)

As a result of this analysis, it is seen that Turkiye is currently in a position to produce 23 of the 25 best-
selling biological products.

Criterion Status Explanation

Facility Adequacy Available Existing facilities can technical-
ly carry out production.

Patent Status Not Present in Most The patents of the vast majority
of the products have expired.

Therefore, we need to look at the situation as follows: there are facilities in Turkiye, and there is no
patent (in other words, the patent barrier has been removed). What we need to focus on is the question
of how we can actively use these existing facilities.

SUSTAINABLE
HEALTHCARE...

36| 37



Tirkiye'nin Onde Gelen
Biyouretim Merkezi

1 2016

Kurolug
2 2019

Uretin tesiai aslaps
> Cerkezkoy

Gerkezkiy O5B

4 Biyoteknolojik llag GMP Sertifikas

7 Biystebnolaik La; Oretim b

y«’r'.‘!se

Yerlika Biopharma, ekipman ve insan altyapisi ile aktif olarak calisan ve
sadece biyoteknolojik ilag iiretimi yapan yerli bir sirkettir.
*Nitelikli (s Gaca:

+ 80 tam zamark ¢aligar

RTON

aldan fazla mesleki tecrabeli

M.Sc. ve PhD diplomal

+ R3

Uretim Altyapisi ve Kalite Standartian:
+  Monoklonal Antikor, Protein, Viral Bazli Gen Tedarisi, Peptid, Ay Uretivai yapabilecek
alt yap,
+  Haeredon ithharon doluma kadar dretiva yapabilecek oGMP prayll 1.7 50 m* temz pda

«  Butan aretiva kath igin EU GMP onayr ign bagamusu
+COMO ve Proses Geligtirme Uzmanlige:

*Biyolojik drinlenn sigek Buyitme ve rutie Gretind iph Gretim, kalte, requlasyon ve migten a2
erlika

hzmatieri sonabilen

Yerlika Biopharma: Tiirkiye’s Leading Biomanufacturing Center

| would like to provide brief information about our own company, Yerlika Biopharma. We are a domestic
company that operates actively with its equipment and human infrastructure and produces only
biotechnological medicines.

Our campus is located in the Cerkezkoy Organized Industrial Zone. Our company was established in
2016, and the production facility became operational in 2019. Our facility has GMP (Good Manufacturing
Practices) certification, which is the international quality standard in biotechnological medicine production,
and we carry out production in accordance with these standards.

Qualified Workforce and Production Infrastructure:

We are currently working at an intensive pace, day and night, with a team of 80 people. The qualified
structure of our team is as follows:

« 70% hold Master’s (M.Sc.) and Doctorate (Ph.D.) degrees.

« More than 70% have over 5 years of professional experience.

Our Production Infrastructure and Human Resources: Our production infrastructure has been
established to cover all types of products that can be produced in mammalian cell systems. We have



the infrastructure and human resources to produce monoclonal antibodies, proteins, viral-based gene
therapies, peptides and vaccines. | would especially like to state that we have the capacity to produce
all types of biotechnological products in mammalian cell-based systems.

CDMO and Process Development Expertise: In addition, by undertaking an important role for the
ecosystem, we are a company capable of offering CDMO (Contract Development and Manufacturing

Biyoteknolojik ilaglarin farkh turlerinin gogunu iuiretebilecek
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Organization) services to other universities and companies for biotechnological medicine production.

You can see the product modalities and our production capability, which | mentioned in the previous
slide, in greater detail in this graph. The blue bars in the graph show the number of molecules approved
in Turkiye in 2024,

As can be seen, as Yerlika Biopharma, we have the infrastructure and experience to produce most of
the different types of biotechnological medicines:

« Monoclonal Antibodies (Mab): We are able to produce them.

Proteins: We are able to produce them.

Vaccine: If it is produced in mammalian cell systems, we are able to produce both the vaccine raw
material and the finished product.

Insulin and Peptide: We do not have the infrastructure to produce the raw material of these
products. However, we are able to provide filling (finished product) services for such products.

In summary, this system, which is capable of producing most of the different types of biotechnological
medicines, is a domestic company based in Cerkezkdy that is currently active and providing services
in Trkiye.

Uretim ve Ruhsat Basvurularimiz
Yarlka 2025 yih iginda ulkamizda 2014 pindan sonra yerli retiimis 3 biyobenzar aron
bagwurusy yapabilmigtir.
1. Turkiye'de ilk monoklonal antikor hammaddesi ve bitmis liriin tiretimi;
validasyon gah?ﬁ’alarl, CTD ve ruhsat basvurusu
2. Filgrastim’den sonra ikincl biosimilar protein iiretimi; validasyonlar, CTowe
ruhsat basvurusu
3. Ik pepti(‘N{aﬂu biosimilar Urdnuntn GMP validasyon Gretimi

(formllasyon/dolum); CTD ve ruhsat basvurusu
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Our Production and Marketing Authorization Applications: Yerlika’s Concrete Achievements
Over the last 2.5 years, as a company, we have achieved very important successes.

After Arven’s biotechnological/biosimilar marketing authorization application in 2014, no other company
submitted a marketing authorization application for a domestically produced biosimilar in Ttrkiye until
2025. In this context, as Yerlika Biopharma, we are proud to have achieved a first since 2014.

As Yerlika, in 2025, we will be able to submit applications for three domestically produced biosimilar
products in our country for the first time since 2014.

1. Turkiye’s First Monoclonal Antibody Raw Material and Finished Product Production: In our own
facility, we carried out the entire production process, starting from the cell stage through to the
finished product, prepared the marketing authorization dossier (CTD), and submitted our application.

2. Second Biosimilar Protein Production After Filgrastim: After Filgrastim, we produced the raw material
of a second protein product in the biosimilar category, completed the validation studies, and
submitted our marketing authorization application.

3. GMP Validation Production of the First Peptide-Based Biosimilar Product: For a peptide-based
product, we completed filling/formulation production in our facility and process validations for
products for which we cannot produce the peptide but can carry out filling, and submitted our
marketing authorization application.

| consider these achievements to be a very important step on behalf of my company. These are studies
carried out for the first time since 2014. Hopefully, in the coming years, other companies will also
undertake similar initiatives. Cooperation is of vital importance for the ecosystem, and although we are
a small company, we continue to work very hard and remain a part of the ecosystem.

Yerli Biyoteknolojik Ekosisteme Katkilarimiz

4, ORETEN SAGLIK programi kapsaminda TUSEB ile ilac gdistirme protokoli wefzalayan ilk sirket

5. Torkiye hastanelerinde ilk kez bir biosimilar orin igin Faz I klinik calismasina ydnelik Etik

Kurul \'\V(l TCK onaylarimin alinmasi
6. Bir Oniversitemiz tarafindan kesfedilen orijinal gen tedavisi drandndn proses gelistimme,
optimizasyon ve GMP kosullarinda prrminik validasyon uretimlerinin tamamlanmas:

. Bir is ortadwmiz icin ylksek yodunlukta bir bitmis Ordndn validasyon Oretimler ve kalite testlerinin
GMP kosullainda tamamlanmasi; drandn Avrupa Birligi'nde Etik kur ulluuhhﬂumy alarak

klinik cahisma baslatulmasi:

Yertika

Strategic Collaborations and Clinical Research Initiatives
Our company’s recent strategic steps and achievements:

1. 1. TUSEB “Producing Health” Protocol: Yerlika Biopharma is the first pharmaceutical company to
sign the “Producing Health” protocol launched by TUSEB last year. Under this protocol, we pledged



to support medicine development studies in Tiirkiye in collaboration with TUSEB. We hope to
encourage other companies to participate in this initiative.

. 2. First Phase 1 Clinical Study in a Biosimilar Product: For the first time in Turkiye, we are about
to initiate a Phase 1 clinical study for a biosimilar product. We have received our TITCK approvals;
following the completion of the import process for the reference product, we aim to start clinical
studies before the end of this year. This will be the first clinical study to be conducted in Turkiye
for a biosimilar product.

. 3. Support for the Development of a Domestic Gene Therapy Molecule: There is an original gene
therapy molecule against cancer that was discovered by one of our academics. For this molecule,
which was brought to us after the basic science stage, we carried out process optimization and
the production of process series at our facility in Cerkezkdy. Preparations are currently underway
for the product to proceed to preclinical and clinical studies, and preclinical studies will begin in
the coming days.

. 4. CDMO Service for European Union Clinical Studies: We received a request from another
business partner asking whether we could carry out production for them because they would be
conducting clinical studies in Europe. We responded positively to this request and completed the
production at the filling stage in our facility. The clinical studies of this product in the European
Union are currently ongoing.

Tiirkiye'nin en fazla prosesi valide edilmis
hiicre hattina sahibiz.
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Having the Highest Number of Process-Validated Cell Lines in Tiirkiye

Now | would like to give a concrete answer to the question “What can we do?” The cell line, which is
the starting point of everything in biotechnology, is of great importance. We are currently the company
with the highest number of process-validated cell lines in Turkiye.

In the table, you can see the list of our products for which marketing authorization studies are ongoing.
Forthese products (YB-Mab 2, YB-Mab 4, YB-Protein 1, YB-Peptid 1, YB-Mab 5 and YB-Mab 6), marketing
authorization applications have either been submitted or they are at the R&D/Process Development

We are in a position to manufacture all of these products in our own facility (those marked as
“Manufacturing” in the table). We are talking about domestic production. If our financial conditions
improve in the coming period, we will rapidly continue the domestic production of these products.
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Turkiye'nin biyoteknolojik ilacta dis ticaret acigini azaltmasi, var olan
biyoteknolojik ilag liretim kapasitesinin en az %50’sinin ticari dlgekte
faaliyete gecirilmesi ile sadlanabilir.

Banie bir hedef ancak veni finansal mekanizmalar ile desteklenen, bagka alkelerde tiretilmis ve valide driinlerin
var olan tesdslerimize teknolojl wansferi e mdmkin olabilix
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Conclusion and Strategic Recommendation: Reducing the Foreign Trade Deficit
As for the answer to the question “What can we do?”:

Turkiye’s reduction of its foreign trade deficit in biotechnological medicines can be achieved by putting at
least 50% of the existing biotechnological medicine production capacity into operation on a commercial
scale.

The most important step Turkiye must take to achieve this target is the following: ensuring that existing
facilities begin commercial-scale production through technology transfer as soon as possible. Our
facilities exist, and we have technical competence. What we need is to accelerate technology transfer
processes for the active use of these facilities.

The answer to the question of how this process can be implemented is as follows:

1. New Financial Mechanisms: Certain new financial supports are required in order to achieve this
target.

2. Technology Transfer: Products that have been produced and validated in other countries should be
brought to our existing facilities through technology transfer.

This approach will both reduce the foreign trade deficit by increasing domestic production and bring the
existing idle capacity into the economy.

Dodru finansman ve teknoloji transferiyle Turkiye, S yilda bolgesinde
biyoteknolojik ilagta oyun dedistirici olabilir.

Neden Tekmoloji Tramsferi Oncelikli Obmah:
«Uretim temsder: mevout ama lisams ve bilgl eksikhigi nedemyle 3o kapasite var
~Teknolop naasfes olmadan yedi modeloll geligsenek yillar akyor

Floassmas Corehsinini:
«Ortylarm tekmolofi Tansder mairvet (kixni calignaiar datol) - -5 M USD / molekdl

Finassmas Modelori:
1. Devhtin Teknodoji transferterisi Ar-Ge Destek programlansa almas

3 Devlet Destekli Yatmwm Gebigtirme Kredileri:
1 Teknoloji transferios pahals ve riskli gleen Semalea Uygun Mo safanmas

ATarkiye Biyoreknoloji Cirisis Greda™ (TOGC Benperi Model):
1 Sann bderlerinm olughiracag: koasorsnum
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Strategic Transformation and TOGG-like Model Proposal

Here, | would like to move on to the explanations that will realize the vision that “TUrkiye can become
a game changer in biotechnological medicines in its region within 5 years.”

1. Why Should Technology Transfer Be Prioritized?

| am not saying that we should give up on R&D studies, but we already have established facilities.
Technology transfer is a much faster and easier system compared with product development. Through
technology transfer, we can move products to commercial scale as soon as possible. Considering
that production facilities exist but have idle capacity due to a lack of licensing and know-how, this is a
necessity.

2. Financing Requirement and Models

Technology transfer requires serious financing. The average technology transfer cost, including clinical
studies, is around 3-5 million US Dollars per molecule.

In the current situation, the Ministry of Industry and Technology supports only R&D studies, not
technology transfer processes. We believe that this situation needs to change rapidly.

The financing models we propose are as follows:

« State Support: The state should include technology transfers in R&D support programs.

« Special Loans: State-supported investment/development loans can be provided for companies
that see technology transfer as expensive and risky. This will prevent financing difficulties.

3. Turkiye Biotechnology Initiative Group (TOGG-like Model)

Perhaps it may seem like a dream, but a TOGG-like system also needs to be established in the field of
biotechnology. In Tirkiye, as a priority, a consortium should be formed by bringing together industrial
leaders who know this business and want to invest.

This consortium should activate the existing idle facilities as soon as possible by saying, “I will use
these facilities for these products, and these will be my products.”

Ruhsat Siireci:
Uretimden pazara izl gegisi kolaylastiracak yeni bir bilimsel kurul, verli biyoteknolojinin
aniinil agacak en kritik katalizator olabilir

Bivotelnol ik trunierde ruhsyt onay streci daha ko= ve bast yamlabilir
Clziimn: Yeul Bilimse] Koenlsyon Kundmals

+Sadece yerli tretilecek by oeelnolofik Uriinder igin G2d keasisyon
*Sadece verli trtmlerin huzla pazara =umuimasm bedeflemek

*Bilim insanlan ve TITCK trtn pelistimme strecine bagtan dahil olur
Beddenen Erki:

+Ruhisar sieesl "630"a kadar kasalabili

*Uretim — Ruhsyt — Pazar zinciri hadans
*Yerli bivotek amnlerin ihracats hidaner

Yerfika

SUSTAINABLE
HEALTHCARE...

42 | 43



Marketing Authorization Process and Accelerating Domestic Biotechnology

The marketing authorization process is a critical issue for our sector. It is essential to establish a new
scientific commission that will make the marketing authorization approval process for biotechnological
products shorter and simpler.

Proposed Solution: Establishment of a New Scientific Commission

This commission should focus only on marketing authorization studies for domestically produced
biotechnological products. The main objective of such a structure should be to ensure that domestically
produced products are rapidly introduced to the market. In addition, scientists and TITCK (Turkish
Medicines and Medical Devices Agency) should be involved in the development process of these
products from the very beginning.

Expected Impact:

- The marketing authorization period may be shortened by up to 60%.

« The chain from production to marketing authorization, and from there to market access, will be
accelerated.

- The export of domestic biotechnological products will become easier.

Closing Message

For me, today has the nature of a final word. As a company, our main objective is to become a Turkish
biotechnology company carrying out commercial production by using 100% of its capacity by 2028.

Moderator: Perhaps it would not be an early announcement to say this: as the Ministry, we have
developed a new policy proposal regarding biosimilar medicines, and we have also discussed this
issue with the Ministry of Treasury and Finance.

A move that will give the sector breathing room and that everyone views positively is coming soon.
You will see it when the policy becomes clear and all the details emerge. Particularly regarding
biosimilar medicines, steps will be taken that will increase the confidence of both foreign investors
and domestic investors.

| see here that everyone has a consensus on this issue. | can already say that a good opportunity
will open up. | do not want to go into details;, however, our approach is to implement a much stronger
policy that primarily prioritizes domestic production. | can confirm that an approach will come that
will eliminate the sector’s concerns such as, “Can we recover our investment in this competitive
environment?”



STRATEGIC ISSUES IN
PHARMACEUTICALS AND NEXT-
GENERATION THERAPIES

Derya KOKER
General Manager, Alexion AstraZeneca Rare Diseases Tlirkiye
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| have been working under the umbrella of Alexion for the last 10 years of my 30-year career. Alexion
is a biotechnology company focused on rare diseases. | would like to briefly share the founding story
of our company, as | believe it may be of interest to Prof. Dr. Rana Sanyal: just like Professor Rana’s
initiative, Alexion is also the product of a process in which a professor from Yale University worked on
monoclonal antibodies for many years. Although the professor’s first project failed before reaching the
market, at the end of the day, | personally witnessed that scientific discovery transform into a company
on a global scale.

We currently operate in more than 70 countries. In Turkiye, we have been active since 2010, that is, for
15 years. All of our medicines have been developed for rare diseases, and for each medicine, we first
submit a marketing authorization application. We are often asked, “You have been here for 15 years
and you have only one reimbursement; is this information correct?” Our answer is: Yes, it is correct.
We currently have four medicines with marketing authorization. Three of these four medicines are
life-saving treatments that would lead to fatal outcomes if patients did not receive them. Our fourth
medicine is a product that provides significant public benefit compared with the existing therapy.

That said, | believe that the pharmaceutical sector has an important role in generating added value. In
this context, | would like to share the support we provide:
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« Early Diagnosis Support: We provide 2 million dollars in diagnostic support annually. We continue
this investment every year in order to accelerate early diagnosis processes and support controlled
distribution risk management. In the field of rare diseases, this figure is quite high.

« Clinical Research: In rare diseases, the success rate of a medicine is generally below 6%. Despite
this, we are conducting 8 active clinical studies in 23 hospitals in Turkiye. This is a very good rate
for our sector.

» Early Access Programs: To date, we have provided support worth 3 billion TL under humanitarian
early access programs (EAP).

Recommendation for Reimbursement Processes

At this point, | would like to present a recommendation regarding the process after clinical research. As
required by regulation, companies are obliged to provide those medicines to patients until the product
enters the market. For example, we are currently providing free product supply to our country for one
medicine after clinical research, and we have been doing so for 10 years.

My recommendation here is as follows: after clinical research is completed, | believe that a priority
can be provided for these products in reimbursement processes, or at least a facilitation in reaching
reimbursement negotiations. This would be encouraging both in terms of uninterrupted patient access
and the recognition of companies’ long-term contributions.

Sayilarla Nadir Hastaliklar
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Economic and Social Burden of Rare Diseases

Here, | will touch upon a few figures on the screen, because | see rare diseases not only as a clinical
diagnosis, but also as an important economic topic. This is particularly true for our country.

When we look at the prevalence and incidence of diseases, although the numbers may appear to be in
the hundreds of thousands, as you can see here, they affect millions of people. This data is taken from
the latest Ministry of Health study (approximately 5—6.4 million people in Turkiye live with rare diseases).

For reasons we know, especially factors such as consanguineous marriages, these patients have to
consult many specialists for many years until they receive a diagnosis. The average time to diagnosis is
5 years, and the number of specialists visited during this period reaches 8.



Here, | see it as a responsibility to share the story of a mother | met through a patient association:
The mother had said that since her child was born, “Every time | changed the diaper, the child cried
and screamed...” The child was born with an enzyme deficiency and the bones were not developing
properly. Sometimes even the rib cage bones did not develop, and the child lived with these pains.
The mother said, “As a mother, | already felt that there was something seriously wrong with my child.”
This family lived through these pains with their child for exactly 10 years, went from doctor to doctor,
and at the end of 10 years, a pediatrician in our country made the diagnosis. Yet this was a disease
that could have been diagnosed very easily with low ALP (alkaline phosphatase). | wish this low ALP
would appear on screens in hospitals, just like emergency alerts. These patients truly struggle with
very heavy burdens and difficult years.

For this reason, the economic burden of rare diseases is 6 times higher compared with common
diseases.

| will not go into too many figures, but | would like to draw attention to an important point: When you
look at the preventable cost during the period until a disease is diagnosed, you see that this figure
can reach up to 500,000 dollars (the range of total preventable cost for a patient during the period
until diagnosis is 86—517 thousand dollars). Unfortunately, these studies have not been conducted in
our country; they are global data. However, we hope to see such local studies in our country as well.

2024 yili EFPIA Patients WAIT Indicator Raporuna? gére, son 4 yilda EMA
onayll 66 yeni yetim ilacin sadece biri kamu geri deme listesine alinabildi.
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Tirkiye’s Position in Access to Orphan Medicines and Resource Utilization

| have also included in my presentation this critical table that everyone has emphasized today.
According to the 2024 EFPIA Patients WAIT Indicator Report, if we look from the perspective of rare
diseases, only one of the 66 new orphan medicines that received EMA approval in the last 4 years has
been included in the public reimbursement list.

| approached this table from the following perspective: Are the economies of the countries that leave us
behind better than ours? Let us look at the countries that perform better but are still below the average:
Poland, Finland, Greece, Cyprus, Sweden, Hungary, Romania, Malta, Latvia, Serbia, Macedonia, Bosnia
and Herzegovina. Even falling behind these countries, we have been able to include only one orphan
medicine in the scope of reimbursement in rare diseases.

Moderator: In the next panel, Mr. Eren will probably provide detailed explanations regarding
these data and the situation.

Meanwhile, | should also state this: one of our products is also included in the reimbursement list. |
would like to thank all stakeholders here once again for making this medicine available to patients in
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Turkiye. That medicine also has an importance between life and death. | have great respect for the work
done in this regard. However, | would also like to state clearly that we can do better things and use the
resources we have more efficiently.

Nadir Hastaliklar Klinik Oldugu Kadar Ekonomik Bir Konu Bagligidir
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Outcome-Based Financing Model Proposal

Indeed, the statement of our elder whose valuable views we shared, “When our money is scarce, our
minds increase,” is also valid for this process. Acting with this principle, we have focused on developing
a project within our own organization over the last year. We invite all stakeholders who would like to
contribute to this project, which we are conducting in collaboration with the Rare Diseases Federation
and Hacettepe University Health Economics and Policy Center.

As an output of this project, | would like to present an Outcome-Based Financing Model proposal here
today. Our main objective is to share the risk with the public while accelerating access. As a company,
we are ready to share this risk so that the effectiveness of the medicine can be seen concretely. Let us
not forget that a price is assigned in return for a value. Where value is not concretely proven, it is natural
to talk about a cost.

Moderator: We are also discussing this as TITCK. Because there are many medicines that we use
but from which we do not obtain results.

We are ready to be a pilot. Because when you see the value of the patient, you cannot call a treatment
applied to that patient “expensive.” However, of course, prioritization is required. If we are talking about
strategy, as you all know, it is the art of being able to give something up. When you cannot give anything
up, it is not possible to foresee a strategy.

This model is purely a proposal, only as an example:

1. Prioritization: Starting with prioritizations such as pediatric patients, life-threatening conditions or
indications with no alternatives, conditional approval is obtained within 30-60 days.

2. Risk Sharing: Initially, a base discount may be applied. If there is a budgetary constraint for the year,
an upper limit (cap) may be set, and if the budget is exceeded, it may be reimbursed.



3. BEvidence Generation: Real-world data collected in Turkiye over 12 months is analyzed. If it is
proven to be effective, the process moves to an agreement of at least 3—5 years, not a short-term
one; if it is ineffective, the company makes reimbursement.

This model will increase investment predictability by creating a reimbursement basis that we can
implementimmediately today, that is beneficial for the public sector and industry, and that is sustainable
and scalable as clinical value is proven. | believe that rare diseases are an economic topic rather than
merely a budgetary constraint.

Moderator: Of course, when your resources are limited, it is not easy to distribute everything fairly
and use what is appropriate.

Of course, we are ready for this as well. Prioritization is very important for us as much as it is for you.
I would like to give the following message: As the industry, we are ready to cooperate here on every
matter, financial and operational.

Moderator: Assoc. Prof. Dr. Suayip BIRINCI

| sincerely thank all participants for their valuable contributions. | observe that a shared vision and
a constructive perspective have emerged in the panel. Personally, | must state that | have been
enlightened by the information presented. | am very pleased that everyone has expressed what
was on their minds with such transparency. Perhaps there are also shortcomings that have not yet
been voiced; | would very much like to hear them as well.

The main purpose of organizing these platforms is to listen to possible problems and shortcomings,
to see what we can do with public authority regarding these critical issues, and how we can
further improve our ecosystem. We would like this constructive dialogue to continue in the coming
period as well, because we greatly benefit from such feedback.

We also want the sector, independent of the duties we carry out, to see these platforms as a
solution partner. Everyone is represented equally on the TUSAP Executive Board. Apart from the
opening speech in the morning, | am here with my own personal experience and identity. If it is
asked whether | make an assessment independent of my public duty; of course, being aware of
our public responsibility, we may use a diplomatic language in our statements. However, our main
purpose is to display a solution-oriented approach with our original identity, in the same mental
environment as you. | once again thank everyone who contributed with this approach.
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FINANCIAL SUSTAINABILITY IN
PHARMACEUTICALS

(Healthcare Budget, Pricing and Reimbursement)

Prof. Dr. Nurullah OKUMUS

Deputy Minister of Health, Ministry of Health
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Moderator: Prof. Dr. Nurullah OKUMUS
Deputy Minister of Health, Ministry of Health

When we speak of pharmaceuticals, our fundamental objective is,
of course, human health. However, pharmaceuticals also transform
into a commercial product in the course of the process. Until they
become a product, there are long-term R&D activities, product
development, production at the final stage, and ultimately the
processes of supplying them to the market.

The supply side is of vital importance for the sector to remain
standing. Because this process affects many stakeholders, from
new product development and raw material supply to employment.
On the supply side, there are two main purchasers:

1. State: It undertakes a large proportion of pharmaceutical
purchases.

2. Citizen: It comes into play especially in high-cost medicine
groups described as catastrophic expenditure.

Considering current economic conditions, market conditions and the global competitive environment,
we never want the sector to face financial constraints. On the contrary, we aim to provide more financial
support and resources. However, the justifications, reasons and criteria for this support must be clearly
determined within the framework of the current economic picture.

In this panel, we will discuss how we will establish this delicate balance, how we will ensure financial
sustainability, and how we will develop our policies along this axis.
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THE CENTRAL ROLE IN FINANCIAL
SUSTAINABILITY: THE BALANCE
BETWEEN HEALTH AND ECONOMY

Assoc. Prof. Dr. Eren USUL
SGK - General Manager of General Health Insurance

The issue of reimbursement in healthcare is one of the most important
and fundamental problem areas not only for us, but for all countries
and on a global scale.

As General Health Insurance (GSS), we are in the most challenging
position within this task. On one side, there are the demands of Health
Services and the medical community, while on the other side of our
table, there are the macroeconomic balances and constraints of our
Ministry of Treasury and Finance. We are in a position that remains
between these two justified sides and is responsible for ensuring this
coordination. We perhaps define this as the most difficult task.

Because every stakeholder is right when viewed from their own perspective. Health authorities, the
medical community, pharmacists and manufacturers; each presents undeniable justifications when
viewed from their own standpoint. Scientific facts and reports express issues such as “how much can be
saved by avoiding complications” or “what can be gained through early diagnosis steps” in an extremely
clear and strong manner. There is a concrete reality on this side.

However, when we turn our direction to the other side, namely cost management and the macroeconomic
picture, the Ministry of Treasury and Finance also has its own macro realities and figures. When we listen
to their constraints, we do not find it difficult to agree with them either.

Therefore, remaining between the medical sector/health sciences and economic and financial
management is an extremely challenging task. Both fields are highly assertive and are two separate
disciplines that are certain of their own truths. Our fundamental effort is to bring these two disciplines
together at a common point and to try to provide what is needed, within economic measures, in an
equitable manner.

Quality of Reimbursement and the Importance of Data Infrastructure

This point is quite critical for the sustainability of the system. Apart from fundamental problems such as
exchange rates, pharmaceutical pricing and current reimbursement restrictions; even if we had a great
deal of money, regardless of the resources we allocate, the most important area would still be the high-
quality execution of reimbursement processes.

Even if the share of Gross National Product (GNP) spent on pharmaceuticals today were 4%, 5% or
more, as in high-spending countries such as Germany, we would still have to discuss a high-quality
reimbursement system. Unless we establish the infrastructure of a high-quality reimbursement system,
solving the other main problems will become more difficult. Therefore, | believe that we should primarily
focus on this area.



The Problem of Use, Monitoring and Evaluation

The first and most important criterion of a high-quality reimbursement system is the proper follow-up
of the use, monitoring and evaluation stages.

Of course, we have massive and detailed data systems such as Medula and e-Nabiz. However, the real
question is this: “Do we have high-quality data?”

The difficulties we have recently experienced in the reimbursement processes of medicines such as
immunotherapies clearly reveal this situation. We know the general number of lung cancer patients in
the system. However, when we go down to sub-breakdowns, such as non-small cell and squamous
subtypes, we cannot access detailed data.

As long as we cannot access these sub-breakdown data, we have difficulty taking steps and adopting
an economic approach regarding innovative medicines developed for those subtypes.

Therefore, whether we call it value-based, outcome-oriented or a higher-quality reimbursement
system, in order for this system to be established, we must first have command of these detailed
data and ensure monitoring and evaluation of the process from beginning to end. This is one of the
fundamental issues we need to solve.

Objectivity in Reimbursement Decisions and the Professionalization of the System

When we present an objective justification to our Ministry of Treasury and Finance in reimbursement
systems, their approach to this issue is not negative.

As concrete evidence of this: Over the last year, the cost to GSS of the medicines we included in
reimbursement, despite not being in the budget, is approximately 30 billion TL. When these figures
are presented to our Ministry of Treasury and Finance together with the data, it is seen that they are
not distant from the issue. The most critical part here is to identify the need correctly and present it
with concrete data.

Transformation of the Decision-Making Process

We are trying to assume this objective identification role more and are carrying out our work in this
direction. The evaluation and needs assessment in reimbursement processes must take on a more
professional and institutional structure.

Unfortunately, in the current situation, our decision-making processes proceed from the upper level to
the lower level, based on the personal knowledge, expertise and experience of our General Managers,
Presidents and Deputy Ministers.

However, what should happen is that policies should be determined from the bottom and flow upward.
Our R&D units and institutes at the lower level need to become somewhat more active, work more
effectively, and reach a position where they can produce policy for senior management.

With this perspective, we are trying to reshape the reimbursement system in a way that allows the
evaluations and studies carried out at the lower level to flow upward. This is the most important
transformation we desire.

Common Mind, Dynamism and Improvement Targets

When creating reimbursement policies, we try to build a common mind together with all our stakeholders.
We closely follow international developments and indices such as the “Wait Index” mentioned in the
previous panel.

Together with all our public stakeholders such as the Ministry of Health, including TITCK, the Ministry of
Treasury and Finance, and the Presidency of Strategy and Budget, we follow these developments and
try to create policies accordingly.
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Analysis of Pharmaceutical Access Figures

In our analyses regarding the criticisms on pharmaceutical access, when we look at cross-sectional
periods, for example the 2019-2020 period, the root causes of the barriers to access vary:

- Of a total of 167 medicines, 120 not receiving marketing authorization is due to other reasons.
- 93 of them never received marketing authorization.
. 20 of them received marketing authorization but never applied for reimbursement.

- Of the remaining 47 medicines, 18 were included in reimbursement, 9 resulted negatively, and the
process for the remaining 18 is ongoing.

The root causes of these figures are also being analyzed meticulously.

Overseas Treatments and Monitoring of Domestic Production Capacity

We also closely monitor overseas treatments. Which patient went for proton therapy, which one went for
CAR-T cell therapy; not only the treatment cost, but all expenses including the patient’s journey, such as
flight tickets and similar costs, are seen figure by figure together with our Minister.

In addition, as stated in the previous panel, work is also being carried out on how much we pay for which
biotechnological medicines, which domestic manufacturer can produce which molecule, and which
company with capacity can produce which molecule. There are plans and programs regarding these;
while some are declared, some are strategically left to time.

Vision

The reimbursement process is a very active and dynamic process, and we are trying to keep pace with it.
The root causes and solution proposals are clear and are continuously expressed by the sector as well.

However, our greatest objective is to maintain and further advance the quality healthcare service
provided in our reimbursement processes, without losing this dynamism and without allowing it to fall
even one step back. As all public stakeholders, our concentration in this direction is complete. We have
no doubt that we will emerge from this situation stronger and move to better points. We are in a better
position compared with the previous year, and together with all our stakeholders, we foresee that we will
be in an even better position next year.

Financial Burden of High-Value Treatments and the Role of SGK

Moderator: Our General Manager, Assoc. Prof. Dr. Eren USUL, provides us with very significant support
on this issue. He has undertaken the part of this field that carries the heaviest and most difficult workload.

Because on one side, as the Ministry of Health, we say, “We need these and those treatments; we must
provide them to our citizens,” while on the other side, the sector places significant pressure on him
regarding the inclusion of these treatments in reimbursement based on their financial dimension.

Our fundamental duty is to manage this process at the most optimal level and, by taking the health
of our citizens as the basis, to ensure that these vital medicines are made available to citizens by
evaluating the economic means and financial strength we have.

Today, a significant transformation has taken place in the pharmaceutical market:



- From a level that was previously high in terms of boxes but lower in terms of value;

- We have now entered a cross-relationship that is low in terms of boxes but very high in terms of
value.

When we consider the financial burden created in the field particularly by biotechnological medicines
and gene-based therapies, the importance of this panel becomes clear once again.

FINANCIAL SUSTAINABILITY CRISES
IN HEALTHCARE AND
PHARMACEUTICALS

Dr. Umit DERELI
AIFD - Association of Research-Based Pharmaceutical Companies
Secretary General

I. Resource Problem in Healthcare Expenditures: The Reality of 4%

Although the title of this session is actually “Financial Sustainability in
Pharmaceuticals,” this is a subheading. Its main heading should be “Financial
Sustainability in Healthcare” Because if we cannot ensure financial
sustainability at the upper level, this will gradually have a negative impact
on sustainability in pharmaceuticals and ultimately on the sustainability of
healthcare services.

At this point, it is necessary to make a very important observation on which we must all agree: Tlrkiye
allocates insufficient resources to healthcare as a whole.

« OECD Average: %9.8

« Expenditure in Tiirkiye: around 4%.

Tirkiye’s Ministry of Treasury and Finance and the Presidency of Strategy and Budget need to
become aware of this reality. It is not possible to sustain such a generous healthcare service provision
forever while allocating such limited resources. If other OECD countries such as France, Germany and
Switzerland were able to manage this, they would undoubtedly want to do so.

Nominal Comparison: While our national income per capita is around 15,000 dollars, France allocates
12% of its income of 50-55 thousand dollars to healthcare, and Germany allocates 11-12% to healthcare.
We, on the other hand, allocate only 4% of 15,000 dollars. Mathematically, it is not possible to sustain
this service. We must accept this reality and say, “There is a problem here, and we will work to improve
it”

Il. It Is Painful to Talk About the Exchange Rate, Not the Price

While we could be discussing high value-added issues, biotechnology, next-generation therapies, how
the sector can be developed, and how it can attract clinical research, it is very painful that, in the end,
we keep coming back not even to the price, but to the exchange rate.

| have been the Secretary General of AIFD for more than 10 years. In Turkiye, we talk about the
exchange rate: “What will the pharmaceutical conversion rate be?”

This situation sends very wrong messages abroad:

In official documents from the United States Department of Commerce, the term “Arbitrary” is used for
the pricing mechanism in Turkiye. Although each time we cross this out and send it back as “sovereign
pricing,” in the eyes of the United States, the pricing here is arbitrary.
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Indeed, everyone here is waiting for a development regarding the exchange rate, and in meetings
where we do not hear anything about the exchange rate, we begin to question our reason for existence.
This is a reality, and we should not be afraid of this reality.

lll. The Need for a Value-Based Approach

As Mr. Eren also stated, we still cannot measure the value of the output, that is, the health outcome. Since
we cannot control the output, we try to control the input, namely the price, at the very beginning, at the
marketing authorization stage.

However, the price used as the basis for marketing authorization is the price used as the basis for
marketing authorization. The reimbursement part should be handled separately in the Medical Economic
Evaluation Commission, and the price should be determined in proportion to the value produced by the
medicine.

We now need to start implementing this “value-based” approach. We have lost a great deal of time, but
we should not abandon it simply because we have lost time. We must continue from where we are by
transforming this system. The price used as the basis for marketing authorization should also be treated
as the list price, and we somehow need to move away from a position where people speak about us as
arbitrary.

IV. Sector Participation in Pricing Studies

Finally, the pharmaceutical sector itself must be directly involved in all kinds of pricing studies being
carried out. As marketing authorization holders, we are a party to this regulation. While a regulation is
being prepared through which our list prices are determined, we are not merely a party whose “external
opinion” will be sought after the study has been completed.

I would like to state openly and with all due respect: We are a party that must be involved at every stage
of the study.

I. Speed of Access vs. Budget Share: The Priority of the Social State

Moderator: When we ook at it in terms of per capita income, yes, approximately 4% of our national
income is allocated as a resource to health. However, it should be underlined that this ratio ranks
at high levels within the budgets of other ministries.

Of course, | have no doubt that the share allocated from our country’s health budget to the medical
device and pharmaceutical sector should be even higher. However, this budget share should not
be directly linked to outcomes.

Comparison of Speed of Access: In many European countries, you cannot access healthcare
services as quickly and easily as in Turkiye. In the United Kingdom, you see waiting times for a
dentist appointment extending for months, even years. From this perspective, despite such a low
budget share, we can comfortably say that we are in a better position than many European countries
in the delivery of healthcare services.

Il. US Pricing and Social Policies

Frankly, | do not accept the term “arbitrary” used by the United States of America for our



pharmaceutical pricing. If you sell the same medicine for 365 dollars in the United States and
provide it to citizens in Turkiye for 35 dollars, this is not arbitrary; it is a social practice carried out
for the health of citizens.

« High Cost in the US: In the United States, policies in the process from pharmaceutical R&D to
production reflect high costs onto citizens. In return, it is seen that citizens experience major
difficulties in accessing medicines and healthcare services. | say this based on my observations;
when you live there, if you contract a disease, you may face the risk of losing your wealth and your
home. In order to receive fully equipped healthcare services, you have to take out more than one
health insurance policy and still make large contributions out of your own pocket.

« Social Access in Tiirkiye: Access to healthcare services in Tlrkiye is almost unavailable anywhere
else in the world.

Therefore, let us not be unfair to our country. In terms of access to healthcare services, we are at
a much better level than many European countries and the United States. It is not possible for us
to apply the same prices in Tlrkiye, because we have no chance of bearing this financial burden.

I repeat: These words of mine should not be understood as meaning that | am against increasing
the health budget. | believe that we need to increase financial resources in order to ensure the
sustainability of the sector.

Mr. Deputy Minister, | agree with your assessment regarding the United States that “it is not a social
state” and with your evaluation on access.

However, what | particularly wanted to emphasize by mentioning the ratios was this: We truly need
resources to ensure the sustainability of health. Especially when our access to innovative medicines
is so far behind, and if access rates are higher than Tlrkiye even in countries such as Bosnia and
Herzegovina, Macedonia and Serbia, whose per capita national income is lower than ours, we need
to question certain things.

Unaccessed Products and Guidelines: | would like to add concrete data to a point that our General
Manager Mr. Eren drew attention to: 36 of the products that could not access reimbursement are still
recommended in the treatment guidelines of National Specialty Associations in Turkiye. We must be
aware of our areas for improvement so that we can improve them.

You are right regarding arbitrariness. We also cross out the document coming from the US and send it
back by writing “National Sovereign — Sovereign Pricing System” instead.

Moderator: This is entirely a policy created by our country for the health of citizens. | thank you
for having stated that what appears arbitrary is in fact policies developed entirely for the health
of citizens here.
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THE IMPASSE OF THE DOMESTIC
PHARMACEUTICAL INDUSTRY:
UNIT PRICE AND SUSTAINABILITY

Dr. Sami TURKOGLU
Secretary General of TISD - Turkish Pharmaceutical Industry
Association

I. The Current Point Reached in Access to Healthcare Services

At the point our healthcare system has reached, | believe | am among
those in this hall who are most likely to understand what accessibility
means from the patient’s perspective. Indeed, | completed my residency
at an SGK Hospital and served as chief physician.

| come from the days when, after a woman had one breast removed
due to cancer, permission was required for referral even when there
was a possibility of spread to the other breast; from the days when patients waited at hospital doors to
obtain medical supplies and medicines.

The point we have reached, when we think of those days, is an incredible development. This is my
personal opinion: | am glad that we have such an abundant and easily accessible system. We will all fall ill
one day, and fortunately, these are covered by our state. Thanks to the extraordinary systems provided
by the Social Security Institution, citizens can obtain their medicines by providing their Turkish Republic
identity number.

Il. The Fundamental Challenge of the Domestic Sector: Unit Price

Although these achievements in access are commendable, the sector’s duty and fundamental demand
concern the unit price of medicines and medical supplies determined by the policies set by the state.

 Level of the Price: The calculation of this unit price and the point it has reached are at rock bottom,
regardless of which international or national scale you take as a basis. This is our difficulty.

« Inability to Intervene: Whether the state determines these policies very strictly or very broadly is not
something in which we can intervene; this is at the discretion of the Republic of Tirkiye. Personally,
| find this approach very appropriate.

However, while there is no problem in the flow of resources to the public sector, universities, and private
hospitals through co-payment differences or the global budget, there is no possibility or prospect for us
to sell even 1 kurus above the price announced by the Republic of Turkiye.

Therefore, our fundamental argument concerns this unit price and the methodology by which the unit
price is calculated.
lll. Future Studies and the Distribution of the Pie

We understand from the messages of our esteemed President and Minister that there are certain
preparations regarding our Pharmaceutical Pricing Decree. This is such a study that, at the end of it, the



amount allocated to health from the Gross National Product will gradually increase. However, based
on our public-sector experience, if it is assumed that this ratio will not change, will the distribution of
the pie then be changed?

It is very important for the sector to be included in the preparation phase of these studies, as Umit
Bey also underlined. We request this emphatically: Let us be included. We already have no chance of
changing anything to which the public authority does not say “Yes.

IV. The Financial Bottleneck and the Suspension of Investments

We have to obtain more resources than the share allocated from the budget. What happens if we do
not? This is progressing in a very insidious manner:

» Supply Problem: We look at the figures; the supply of a medicine on a box basis has fallen from
10,000 to 3,000. Reversal would be problematic, and it is very difficult to regain the previous supply
level.

« Cost Burden: The domestic pharmaceutical industry supplies nearly 90% of the market in the
country on a box basis. Due to increasing energy and personnel expenses, as well as the costs of
highly qualified human resources, the sector has reached a bottleneck.

« Suspension of Investments: Most investments in digitalization, R&D, and internationally linked
investments have been suspended. Those other than the essential ones are on hold. The indicator
of this will not be seen immediately; however, greater difficulties may be experienced in 1-2 years

V. Call for Urgency

The Ministry of Treasury and Finance should not be viewing this situation from outer space. We are
truly in very serious difficulty, and as the sector, we also struggle to explain our problem.

The last thing we would want is to have to gather immediately and do something because of an
extraordinary supply shortage. This would be a bad scenario to explain both externally and internally.

We are a sector that touches all 95 million people. Therefore, making savings or restrictions in this
area means going backward from the level of healthcare service we have reached due to budgetary
reasons.

We now need to talk about other things with this distinguished audience, with our professors in this hall.
Constantly talking about prices cheapens this work and lowers the motivation of human resources. We
are tired of it as well. We are sure that the Ministry of Health shares the same feelings with us; however,
in order for the Ministry of Treasury and Finance to understand this emergency, we need to take our
methodology one step further.

We Are in the Same Boat: The Political and Human Consequences of Low Prices

Moderator: Sami Bey, then let us invite you and your team to a meeting where medicines are not
discussed and an entirely different topic is addressed, perhaps it would be easier to manage.

However, we all agree on one matter: We are, in fact, all in the same boat. When the boat takes on
water from somewhere and sinks, we will all be trapped under it. As Umit Hocamiz also mentioned
at the beginning of his speech, sometimes it is necessary to look at the issue from the opposite
direction.

The Political Consequence of Low Pricing

You also reminded us of your SGK days. We know very well those days when even a piece of
cotton was on the agenda, changed the political conjuncture, and created pressure on citizens.
Ultimately, when you cannot provide medicines, medical devices, or consumables, the system
collapses completely from the bottom to the top. Therefore, we are aware that we are in the same
boat.
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In your speech, | felt the following: | experienced a similar situation at the meeting on October 29 as
well. When you moved to one side, you felt as if you were on the opposing side. However, having
come here today, we too are in the same boat.

Comparative Cost Reality: The fact that per capita pharmaceutical expenditure is at the same
level as Bangladesh is a matter that needs to be reflected upon. Therefore, protecting the sector
financially and ensuring its survival are necessary in terms of sustainability, which is our title.

Consensus on the Necessity of Increasing Prices

We agree, as all public institutions, primarily our esteemed Minister, our President of the Turkish
Medicines and Medical Devices Agency (TITCK), our General Directors, and our Department Headss,
that this sector must survive.

It has been discussed that, for this sector to survive, medicine prices need to rise to more reasonable
and sustainable levels. If this is not done, inaccessible medicines will have consequences for public
health, and they will certainly also have a political consequence.

In the current picture, we, as the Ministry of Health, are also among those who say that medicine
prices need to rise to much more reasonable levels in terms of sustainability. Because when
production stops, when you cannot protect health, and when you cannot provide medicines to
citizens, this will certainly have a consequence.

We should not view this situation only as a political necessity. | believe we should also be aware
that we are obliged to do this from a humanitarian standpoint.

THE PRICE SYSTEM IS NOT
WORKING: MULTIPLE AUTHORITIES
AND A DOWNWARD TREND IN THE
PHARMACEUTICAL INDUSTRY

Savas MALKOC
Secretary General of IEIS - Pharmaceutical Manufacturers Association
of Tiirkiye)

Esteemed Deputy Minister, after these valuable speeches, | find
myself in the difficulty of saying something new, as we share similar
perspectives; however, | would first like to state that | fully agree with
the previous speeches.

I. Multiple Authorities in the Public Sector and the Problem of Ownership of Medicines

Esteemed Minister, those exciting meetings in Ankara that you mentioned excite us as well. However,
there is one issue there that we cannot make sense of: multiple authorities. Who is the owner of
medicines? Unfortunately, we have not been able to receive this answer in recent years.



« Sole Authorized Institution: Although TITCK (Ministry of Health) is the sole authorized institution
in determining medicine prices, why do we have to go each time to other public units such as the
Ministry of Finance and now the Presidency of Strategy and Budget, as if we had committed a
wrongdoing, and try to prove why the sector cannot survive and cannot invest?

« Evolution Toward a Finance-Oriented Perspective: The Ministry of Finance is, of course, a valuable
unit concerning money. However, it is not healthy for industrial, pharmaceutical, or education policy
to be determined according to the budgetary concerns of the Ministry of Finance. The balance has
been disrupted, and in recent years, this balance has evolved too much toward a finance-oriented
perspective. We are uncomfortable with this situation.

Il. Social State Policy Is Being Placed on the Sector

Our state has made a choice: to provide citizens with medicines and healthcare services at the most
affordable price from the perspective of a social state. We have no objection to this.

However, our problem is this: The state is trying to carry out this social policy largely through the
private sector.

« Economic Burden: By constantly suppressing medicine prices, the cost of providing citizens with
cheap medicines has economically been placed largely on the sector.

« Benchmarking and Exchange Rate lllusion: Our pricing system is based on the prices of the 5
countries with the lowest prices. A medicine that costs 10 Euros in Greece is said to be provided
in Turkiye for “2 Euros.” Moreover, this 2-Euro price is calculated based on the pharmaceutical
exchange rate taken as 21.67 TL and returns to us as 14.73 TL together with discounts.

We respect the state’s preference; however, this preference must be made on the condition that
sufficient financing is allocated. The financial sustainability of our companies is as important as the
financial sustainability of the public sector.

Ill. The Erosion of Prices in the Face of Inflation

The reason why our complaints have increased in recent years is this: Although the public sector says,
“We have given you more exchange rate increases than necessary,” we, as manufacturers, do not feel
this.

Price/Cost Comparison for the Last Three Years (2022-2025):

Indicator Increase
Rate
Minimum Wage %682
Producer Prices (PPI) %694
Consumer Prices (CPI) %556
TRY/Euro Exchange Rate (Suppressed) | %432
Pharmaceutical Exchange Rate %373

This table clearly shows that the financial sustainability of the public sector is, of course, important;
however, under these conditions, it is not possible for our companies to survive financially.

Even without going into the details of input costs such as vehicle rental and personnel expenses, the
situation is critical. There is no one in our sector working for minimum wage; everyone’s salary level is
high. This is precisely why we advocate for Tlrkiye to become a country with a say in pharmaceuticals:
because we provide young, qualified employment and high value-added exports. However, we only
hear this vision in words.
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IV. The Paradox of Blaming a Sector That Invests

When we say, let us at least prevent this sector from dying and keep it standing, let alone developing it,
we receive questions from public bureaucrats such as: “You complain this much, but how are you making
these investments?”

A sector that should be thanked is almost being blamed because it invests, supplies medicines to the
market, and does not leave citizens without medicines. This creates concern in us that such a perception
has emerged in the public sector: “This means there is no problem, everything is going well. You are also
investing, and you are also supplying medicines. Then you can continue as you are.”

I have to say very clearly: This pricing system is not working. It has not been working for the last 3-4
years. The public sector’s annual interim decisions to update the pharmaceutical exchange rate are also
a de facto acknowledgment that the system is not working.

V. Demand for Urgent Action and Predictability

1. Revision of the System: Predictability cannot be offered to us through a system that does not work.
It is clear that the pricing system in February is not working. This system must absolutely be changed
without delay.

2. Consultation and Participation: | agree with my colleagues. Please proceed in consultation with us.
After a change is made in the public sector, reversing it takes many years. Before causing greater
harm to the sector, please implement a pharmaceutical pricing system suitable for the conditions of
the day. We respectfully request that you do this not only with public institutions, but by taking our
views during the preparation phase.

3.Investments Are Stopping: In this uncertainty and lack of predictability, it is very difficult for the
private sector to invest and enter new areas. It is being discussed in boards of directors that
companies feel somewhat guilty for making investments.

The public sector must stop viewing medicines merely as a financial item and a burden on the budget.
There is also a real sector side and a patient side to this. We are in a period when even the United States
prioritizes the pharmaceutical sector and there is a major global race in biotechnology and biosimilars.
Unfortunately, we are far behind in this race.

VI. Conclusion and Concrete Production Data

A pharmaceutical sector stuck on the pharmaceutical exchange rate does not deserve this, esteemed
Minister, nor does this distinguished audience. As a sector, we also do not deserve the following: We
need clear legislation that will ensure predictability, in which the rules are redefined, and under which we
will not constantly go to Ankara for this issue and go door to door. We keep going around in the same
vicious cycle every year.

So, you complain this much, but what is the situation? According to TUIK figures, the concrete
production data are as follows:

« 2024 Production Decline: Excluding the pandemic period, pharmaceutical production decreased
by 7.3% in 2024 for the first time. In the first 8 months, this decline continued at 3.4%.

« Historical Downward Trend: Pharmaceutical production has been on an uninterrupted downward



trend for the last 13 months for the first time in its history. During the same period, while there was
a 2.7% increase in general manufacturing.

This continuous decline will, after a while, lead the sector to reduce its production and result in greater
external dependence.

Our expectation from the public sector is:
1. To bring our pharmaceutical exchange rate to a reasonable level as quickly as possible.

2.To urgently ensure that this pharmaceutical pricing system is revised according to the
conditions of the day by allocating the most appropriate budget.

Call for Unified Management

Moderator: The Problem of Multiple Authorities in Financial Management: You are particularly
right on this issue: We, the Ministry of Health, state the rationale and the need, you, the private sector,
produce; however, the Ministry of Finance determines the price. In terms of determining the price of a
product and managing its cost, in fact, three separate institutions or organizations such as the private
sector, the Ministry of Health, and the Ministry of Finance are struggling with one another like the three
legs of a tripod.

Proposed Solution: In this field, either the authority should be given directly to the Ministry of Finance,
or the Ministry of Finance’s area should be transferred to the Ministry of Health. We agree that a
structure should be established that will both make decisions and manage the financial process, and
determine prices, from a single point.

Esteemed Minister, there is a fact constantly emphasized in Tirkiye: The only product whose price has
not changed in the last year is medicine.

- Ifthe Ministry of Finance brings the fight against inflation and leaves it solely on the pharmaceutical
sector, then there is already a major problem there.

« While everyone in the market can adjust their prices, and while sometimes excessive prices are
being discussed, the pharmaceutical sector is told, “No, you cannot increase.”

« This sector is subject to the same costs and does not receive anything on a subsidized basis. In
fact, it is an advanced-technology sector that must continuously invest.

When the public sector, so that | do not constantly mention the Ministry of Finance, says to this sector,
“No, you have not received it for a year, do not receive it again, continue this way,” even if we set
everything else aside, this is simply not fair.

Moreover, we believe that a sector that should be held most dearly does not deserve this treatment.

Commitment to Urgent Action: Unified Management and Pricing Justice
Moderator: I. The Sector’s Creativity and Promise of Support

You are truly creating miracles. You are a sector that manages to survive despite such low prices
and constantly increasing raw material costs. We need to provide more support to ensure the
development and continuity of the pharmaceutical sector.

Multiple Authorities and Dynamic Pricing: The problem that the sector refers to as multiple
authorities is, in fact, causing the increase you should receive over the course of a year to be
delayed. The pricing process needs to be carried out from a single authority. At that meeting, we
exerted serious pressure on the need for pricing to change dynamically, not at certain intervals. If
the exchange rate changes, that rate needs to be updated instantly so that you are not affected
by price increases.
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Thanks to SGK: Despite everything, | thank Eren Hocam from SGK. Although it was not included in
the budget, the financing of medicines newly included in the reimbursement scope was provided
with an additional budget of approximately 30 billion TL.

We Are Aligned Toward the Same Goal: | repeat: We are absolutely and unquestionably in the
same boat, and we serve the same goal. We will provide as much support as we can. | state that
I will do everything in my power to ensure that the sector can obtain the reasonable pricing it
demands, and | commit to making this effort. | know very well what is being experienced in the field;
we are aware of the reality that raw material prices can suddenly double and create costs at the
level of millions of dollars.

Suspension of Production: We need to sustain employment. When there is difficulty in financing,
if employment cannot be maintained, this situation may go as far as suspending production rather
than incurring losses. We do not want this in any way. As the Ministry, we are ready to do our part in
this regard, both in terms of legislation and financial sustainability. | agree with your idea of unified
management; this would be much more reasonable.

The Bitter Realities of Domestic Industrialists

Participant - The bitterest reality is this. despite the lack of adequate price and exchange rate
regulation, Turkish domestic pharmaceutical industrialists are truly fulfilling their responsibility to
their country.

However, the worst part is this: despite all these difficulties, the prices obtained are later confronted,
through pharmaceutical procurements made by the State Supply Office (DMQO), with the objective of
purchasing products at the most extreme price.

Production Restrictions: In the pharmaceutical sector, we do not have the option of purchasing
raw materials from wherever they are cheaper or shifting labor to where it is cheaper. Because
even the slightest change in production means a workload, a problem, and a loss of time for the
relevant unit of TITCK.

The Sector Is Struggling to Survive: What President Savas and the other participants said is
very appropriate. This sector needs to survive. Layoffs have now begun. | returned from the fair
in Frankfurt two days ago, compared to last year, 10 companies from the pharmaceutical sector in
Turkiye could not participate. This deeply saddened me. While there was high participation even
during the pandemic, this situation shows the point the sector has reached.
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Prof. Dr. Ahmet AYAR
President of TITCK — Turkish Medicines and Medical Devices Agency

Although the discussions held so far have been stressful in terms of
revealing our current problems, they are extremely helpful in terms of
discovering the problem. There is a famous saying: “The solution to a
problem depends 90% on agreeing on it” When we understand the
problem, we move closer to the solution.

In this session, we will try to focus on the topic at hand. Issues related to
pricing and pricing policy, especially the situation and calculations of the
Treasury and Finance in reimbursement... They are not here, and | do not
have the authority or sufficient information to speak on their behalf.

However, they are probably making a decision by keeping education,
defense, and culture in balance. You have more information than we
do; just as you visit TITCK, you then also visit policymakers related to
reimbursement and pricing. | am sure you convey their difficulties, issues,
hopes, and calculations.

After answering the relevant questions of the survey conducted here

and making a short speech in order to manage the process better, | will give the floor to my Head
of the Licensing Department, Specialist Pharmacist Omer Hakan SIMSEK Bey. He is truly a specialist
pharmacist who has worked at the Agency for many years since the moment he took office. In addition,
he and his team are very self-sacrificing. At the same time, with his IT capability, capacity, knowledge of
medicines and the Agency, and his IT experience, he is a great chance for our country and for my period
of administration. | would like to thank him and his colleagues once again in your presence.

TiTCK’s Duty and Responsibility

Now, in academic terms, the institution responsible for the process of ensuring public access to safe,
high-quality, and effective medicines, at their value and in an accessible manner, is TITCK.

The rules related to this are universal; this was also emphasized in previous presentations. These are
the EMA rules developed and put into practice by the European community. They are highly binding for
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Tirkiye. It is also partly good that this is the case, because there are no strong departments related to
regulation in our academia and society. Thesis studies are rare; hypotheses, ideas, and policy tests are
limited. Therefore, reactive decision-making mechanisms are in effect. Alongside this, we have a simple
institutional duty that proceeds by adapting the rules of the world’s leading regulatory and supervisory
institutions, the FDA and EMA, to the conditions of our country.

The Balance Between Speed, Safety, and Reputation
So, what do we encounter here?

Neither we nor you are satisfied with the speed. When it comes to the level of figures, we will be clear; we
are clear. You have become tense, you are tired, and this is not a place suitable for saying anything other
than serious remarks. But with your permission, | will say something: When | assumed this responsibility,
| said, “Is speed the problem? Let us accelerate it” There is a country in South America that issues a
license in two hours. Would you like that? How would it be? Let us approve it in two hours. Presumably,
for a while, those who receive those licenses would erect a virtual statue of us for this administration.

However, we have concerns. When we do not apply the criteria related to safety, there are serious
consequences: the reputation of the sector is shaken. Its potential to sell products to the global market
is reduced to zero.

For this reason, | will say one sentence in defense of TITCK: Most justifiably, the members of the
commissions who have worked at the Agency from its establishment to the present day, and who have
contributed from outside as commission members, have not allowed a scandal to occur in Turkiye. For
this, they definitely deserve thanks in their absence.

However, the requirements for carrying out the existing processes more quickly are also present in the
literature: faster patient access to medicines, ensuring competition in favor of the public, the entry of
innovative medicines into the country, and their transformation into trade are matters that can create
snowball-like positive effects and must be fulfilled. This is also our shortcoming.

Management Approach and Responsibility

For a while, | have been doing the following: Distinguished audience, we do not play games. “Preparing
valuable documents is a game. The clock stopped, the file went to you and stopped, it came to me,
whatever happened, there was a third correspondence. In order to be successful, | wrote at 5 so that
you would not ruin my average, and | removed you.” | will not play these games.

Being portrayed as unsuccessful is not at all my dream. Because there is a very great responsibility:
providing the people of Turkiye with high-quality, effective medicines; ensuring that the sector receives
the return on its investment; sitting in a very large and luxurious office in Ankara with the taxes you pay.
| cannot pay the rent for that. | have a very great responsibility.

But | will not play this game for a while: | stopped the clock. You wrote three times, | removed you, |
did not open a slot. | may hire consultants for these, and | may work on them myself. | will not do this.
Therefore, although we already have no credit, or we do not know our tomorrow, | will also share the
truth with you within six months with such figures. It is not possible for us to continue without numbers.
Nurullah Minister is here; | am speaking by relying on such goodwill and courage. In the end, he may give
an instruction and say, “No, the numbers must also be met” If he says, “The file went there in separate
slots, stop the clock from here,” my authority to use initiative is also limited. | am an employee of the
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state, and | am extremely loyal to my state. | am aware of this. When we do not know, they also remind
us, primarily Nurullah Minister, that this is not a place where one can implement one’s own wishes and
preferences.

Structural Problems and Solutions for Increasing Speed

In order to increase speed, | will share some excuses with you, perhaps so that you may empathize.
Solving these is our duty. As we did in primary school, with the logic of “Pool problem: what happens
if you turn on one tap?”, what can we do if we want to increase speed?

1. Limitation on the Number of Commissions
One of the ways is to establish more commissions.

In the past, those who prepared the Presidential Decree limited the number of commissions to
40. According to one statement, in a field with a volume of around 9 billion dollars, the number of
commissions that will evaluate files is limited to 40 in our country and at TITCK. Unfortunately, | realized
this after seven months, and | am currently dealing with it. The Presidential Decree has been changed.
If 400 commissions were established in this country for acceleration, what harm would it do to the
country? With what reasoning did whoever said 40 say this? The decree states that “no more than this
shall be paid.”

2. Motivation and Remuneration of Commission Members

| can estimate that there are many academics here who contribute to TITCK. | also bow respectfully
before them in their absence. They are motivated; they do not ask for money.

You know how many pages TITCK pages, that is, files, consist of, don’t you? These are such technical
matters. If someone invited me to read those files for 4,000 TL and said that | could not come more
than four times in a month, how many months, how many times would | go there saying, “Let this also
be a contribution to my state and to our sector”™? Without solving this, | cannot ask the commission
members who come to me to be motivated, to be fast, and not to open a new chapter in the second
or third phase.

| started by defining the problems: You must understand the problem. | said to a Treasury/Finance
person who is my friend and has a deep memory in Ankara: “Set aside one day; | will have you read
only one of these files, you will only listen. Would you listen to this file for this money?” They will read
this to you like a fairy tale.
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3. Human Resource Need and Proposed Solutions

To solve this area, | or those who come after me... While | was still speaking about this issue, its turn did
not come because of pricing. Our civil society organizations and, possibly, our esteemed Minister need
to arrange for academics from universities to be temporarily assigned for six months or one year. Since
they do half of their work there and half of it here, they come tired, and they have other work. However,
the files of the industry with high added value cannot be evaluated at the expected speed. If there is a
more reasonable, creative idea, propose it and let us implement it. Let us also thank you in relation to
this.

In the medium term, TITCK needs to make these decisions with its own internal experts.

4. The Role of the Commission and Authority

Now we have gone a little higher. Also, the state has appointed me to a responsible position. Pride
swells. During my term, | use this arrogant sentence: We will not allow the atmosphere that “the
commissions have dominated the state and TITCK” to exist. They will remain within their limits and
provide consultancy. Because TITCK is a board that makes science-based decisions. It cannot make
administrative decisions. It does so in exceptional times; when it sustains this outside of exceptions, first
of all, it loses its accreditation in the world, and our industrialists become unable to export.

While making these science-based decisions, | will obtain the advisory opinion. | will take the final
decision within administrative evaluation and, if necessary, obtain the sector’s response in between and
implement it in this way. This is how it already needs to be implemented.

5. Ethical Risks of Commission Members and the Solution

There is also talk of TITCK Commission members, a small number of people who are alleged to have
abused their duties and authorities, whose stories have been brought to me, who threatened companies
in the past five years, three years, four months, or four years ago. | have not seen it myself, but | am sure
it has reached your ears. No one can challenge this sector by wearing this shirt. They cannot establish
this dominance.

So what have we done to solve these? A segment of the sector is being provoked through consultants
and is engaging in agitation by relying on what it does not know. No one can deny that a major or minor
change is needed in this course due to the attitude of some within the commissions and the fatigue of
all of them.

What were commissions like in the past? They were fixed. The first commission has five members,
and it continues there for one year. The sector member who acts unethically also goes and visits them,
applies neighborhood pressure, and tries to wear them down and make friends. They try every way. Why
should | put that person in difficulty?

New Practice: Dynamic Commission System

There are no longer fixed commissions in the commissions. My department head said, “Let us do it all
at once.” You cannot even do half of it at once. | am in the office; no one, including myself, should cheat.
First of all, there must be trust.

There are keywords according to the areas of expertise of the professors. It is clear who should be



on the same commission. We will draw 600 to 1,600 people according to a random number. We will
say, you have been assigned to this commission. You have this duty here. This is for one time. In the
second instance, it will not be known who will serve in which combination. You may come and obtain
the computer records of the draw from me whenever you wish, so that no one can say, “You said so,
but you are not drawing; you are doing it by hand.” In this way, we will ensure objectivity. We will also
try to prevent commission members from becoming fatigued, like metal fatigue.

It is clear that 4,000 lira after tax, which commission members are receiving, is not the equivalent of
this work. To remedy this, we are obliged to provide them the maximum possible compensation and
motivate them, including reflecting part of it onto administrative files.

6. Transition Process and Digitalization

Of course, there must be institutional memory regarding files whose evaluation has started and is
ongoing. The opinions of those who possess the previous memory continue. We did not stop them in
an absolute sense. There was a minor disruption at the ministerial approval stage, but since that date,
we have not distributed any new files.

If you are asking how we will pay the price of these two months, | think you are right. However, | believe
that this situation will be compensated for through the digitalization of application files and the removal
of the limit caused by the restriction of the number of commissions to 40.

At the first or second sector meeting we will hold from now on, | will also present these to you based
on figures.

For reasons that some of you know and some of you may not know, we are not continuing as before,
and we will not continue as before, due to risk factors that do not deviate from state justice and
objectivity, but that lay the groundwork through the human factor. With fixed juries... what were those
fixed juries doing? One of my experts takes it and gives three of them there, does he? | have no
evidence whatsoever that he did anything, friends. | am not being sarcastic. But could he do it? He
could. This is human. You prepare this ground for him. This is human nature; all of them, their biology,
does this. Those responsible in the state must minimize these.

Therefore, we have fulfilled the working principles of commissions in a more objective, more dynamic
manner, and in a way that can be free from seasonal fatigue during the year.

The greatest responsibility for this delay belongs to me. When | went to the ministry level regarding
the renewal of the list, the ministry gave me approval in one day. Primarily Kemal Minister, and all
my deputy ministers, constantly instruct us by saying, “Do these extremely quickly; the sector has
difficulties, including economic difficulties. Do not add an additional bureaucratic difficulty to these
difficulties of the sector” However, we experienced a pause regarding the technical process. | believe
that this pause will increase objectivity, will not lay the groundwork for human manipulation, and will be
compensated for in terms of time through the mechanisms that Hakan Bey will explain shortly.

Pricing Policy and the International Reference System

| say | will not speak about prices, but you say, “Let us not come to Ankara frequently. Share it with us.
Do we have to come?” We have become accustomed to you; there is now facial familiarity. So if we
give that, you will not come. Are you that tired of us? It means that unless we keep this as a secret, no
one will come to our doors. For this reason, we will not share this with you for a while longer.

1. Initiative to Correct the Reference System

Of course, in order for an amendment to the regulation to be published at the Presidential level, it is
mandatory to obtain the opinions of internal and external stakeholders.

What we are doing, in umbrella terms, is this: It is to repair or rehabilitate the international reference
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system, which is one of the theoretical methods of reimbursement and is applied in Tirkiye. Mostly to
the detriment of the public, leaving the state in a helpless position, this has been gradually distorted and
violated over many years. This first needs to be corrected.

We are in the same boat. And theory and science say that, in the medium and long term, for the country’s
pharmaceutical sector to become stronger, medicine prices must absolutely be above a certain threshold.
The value given below that is, for the country, cutting off the branch on which it sits.

As the Ministry of Health, as a bureaucrat under the authority of the Minister of Health, we respect
the existing evidence on issues such as medicine prices being at their value, receiving the return on
investment in this sector, and adding to this the R&D cost of molecules that result in failure. Our views on
pricing are highly similar.

2. Disruptions in the Reference System

But if we cannot establish the ground by repairing the international reference system... | believe it was in
Dr. Zeytin’s presentation: toward 2029, in a phase when medicines that are low in box volume but high
in value will arrive and strain our budget, if our reference pricing remains a patchwork as it is now...

Because | cannot obtain a price from Greece, because Greece purchases in bulk, because it purchases
for hospitals and therefore | cannot obtain a reference; because the article forces me, | do not theoretically
accept such absurdities as being unable to obtain a price and then going to Egypt to obtain one. We will
be clear. Everything will be transparent. We will act in accordance with the international literature.

3. Conventional Medicines and Reassessment

First, we will establish the foundation. After the foundation is established, the share of conventional
medicines in the budget and their unit box price are modest.

Again, as TITCK, just as we prepare this report technically for the relevant levels of our state, we will
prepare and submit the report: “Exceptions may be applied to the following items...” In order to fulfill the
current value, neither the 40% limit of reassessment nor inflation should be disregarded. The starting
point for this should be reset.

Because part of that money will go to the devoted industry that produces in Turkiye; we are aware
of this. They will employ workers and pay taxes. | am not a great economist, but when their indirect
contributions to the treasury are calculated, good economists will be able to calculate that the money
given there remains in the country. We will correct this.

4. Risk of System Collapse

However, if we turn the international reference system into a public thoroughfare and leave it in its
current state, if another 158 innovative medicines arrive, the medicine budget and system may collapse.
Therefore, the reference system must absolutely be corrected.

5. Steps Taken

If you ask what we have done: We proposed converting it back to its original form. Those who will
assume the administrative and political responsibilities related to this will first see it. We shared the
impact analysis with them. Then, at a time they deem appropriate... It has been more than forty days,



almost two months since we completed our homework; we will submit this. After that, we will follow the
process regarding its applicability.

If you are going to provide feedback to that system, theoretically, say to me, “You have deviated from
and differentiated yourself from the examples of the international reference system in the world,” and
then we will say, “We made a mistake; let us look at that source and apply the correct version of the
defined system bearing this name.” We will humbly accept it. Because this is a system that has been
proven in the theoretical world and whose method of implementation is clear.

Bayer is Turkish, it has no relation with Bayer in Germany. The original molecule has no equivalent in
our basket of five, it has no relation... These are children’s toys. Ultimately, we have authority, and if
we can write this article, the state will not allow it to be circumvented. No one is indispensable. We are
pursuing what is right. We are striving to achieve whatever is right for our country and our sector.

THE NEW PHASE OF DIGITAL
TRANSFORMATION IN
PHARMACEUTICAL LICENSING

Specialist Pharmacist Omer Hakan SIMSEK
Head of the Department of Pharmaceutical Licensing, TITCK

Like my President, | am not a pharmacist with a licensing background.
| have been working at the Agency for 10 years, but until today | have
worked in various positions in our Agency, primarily in the Department
of Information Systems and in administrative duties. | worked on projects
such as the Pharmaceutical Track and Trace System (iTS), the Product
Tracking System (UTS), and Recetem. Thanks to our President, in the new
process, he also instructed us to work together with our team in order
to move to the next stage of digital transformation in the Pharmaceutical
Licensing section. As of now, we are working intensively on these
processes.

OUR STATUS IN DIGITALIZATION

Our Current Capability: Our Agency has long been accepting applications electronically, in PDF format.
The Next Step: Digitalization: By advancing our current level of digitalization, we are making data
“structured.” Our aim is not only to receive a documentimage, PDF, but to obtain machine-readable and
processable data, structured data. Strategic Requirement: eCTD v4.0: Structured data is a requirement
for compliance with new-generation application standards. It is a preliminary step for data analysis,
automation, smart systems, and the development of new technologies, Artificial Intelligence.

Digitalization is a somewhat generic concept; when you look at it from top to bottom, it is a process
consisting of many steps.

« Our Current Capability: In this respect, our Agency has actually been an institution that abandoned
physical documents a very long time ago, that is, nearly 15 years ago, and has been working
in a paperless environment. This is the first step of digitalization. We have long been accepting
applications electronically, in PDF format.

Strategic Goal: Digitalization (Structured Data)

We also need the next step of digitalization. In fact, “digitalization” may not be exactly the right word,
but in Turkish, we need to turn our data into “structured data,” that is, to process and receive data not
through the PDF images we receive, but at lower breakdowns and at lower levels.
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« The Next Step: By advancing our current level of digitalization, we are making data “structured.”

« Our Aim: It is not only to receive a document image, PDF, but to obtain machine-readable and
processable data.

Strategic Requirements
The requirements of this transformation are as follows:

1. eCTD v4.0: Hopefully, we will begin work to transition to eCTD v4.0 in a very short time. We have
completed the preliminary preparation to a certain extent. Structured data is a requirement for
compliance with new-generation application standards.

2. Future Technologies: Together with this digitalization process, with the next step of digitalization,
we are currently working on where and how we can use later technologies, including artificial
intelligence, and how we can use them effectively. Itis a preliminary step for data analysis, automation,
smart systems, and the development of new technologies.

Transition to the eCTD v4.0 Standard
What Does eCTD v4.0 Bring

Contentis “modular” and reusable - Structured Content Management (SCM) Documents can be reused —
The same document can be reused in different applications Bidirectional messaging between applicant
and authority - Message Exchange Standard (MES) Use of controlled vocabulary — Definitions and labels
become standardized More flexible document updates — Lifecycle management has improved Support
for non-PDF content — Different document formats are supported, for example data files Document
submission at a finer level of detail — Document hierarchy is more detailed Definition of “context of
use” for documents — What they are used for is clearly stated A structure suitable for long-term digital
archiving — Sustainable digital system

| estimate that you are familiar with eCTD v4.0. Many of you, especially global companies, already have
knowledge of what eCTD v4.0 brings on the global side. We will not go through these one by one.
The Difference Between v3.0 and v4.0

eCTD v3.0 was published in 2008
and is gradually reaching the end of its

lifecycle.
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This transition is directly related to the objective we mentioned earlier of obtaining “structured data”
and making this data machine-processable.

eCTD v4.0 Global Timeline and TiTCK’s Strategy

Currently, except for Japan, which will move to mandatory implementation next year, almost the entire
world is now in the development phase, and voluntary practices will begin as of next year.

Perhaps two points should be highlighted here:

1. Development Process Length: It should be noted that the development process of eCTD v4.0 is
long. The transition of a country in the world takes three to four years.

2.Timing: We are actually at a very suitable time for transition right now. We intend to transition
within the same window and the same interval as the world, even if not at exactly the same time,
but at a much closer time, immediately after them.

eCTD v4.0 Transformation

Our vision is not only to transition to eCTD 4.0, the new file submission standard; it is to use this
transformation as an opportunity to establish an end-to-end scientific, transparent, and predictable
licensing process.

1. Establishing the Technical Infrastructure:

Designing and developing the necessary software and hardware infrastructure. Determining system
integration and security standards. Developing a platform fully compliant with eCTD standards.

2. Process Optimization and Stakeholder Management:

Continuing technical studies. Designing the pilot study. Sectoral Preparation: We will follow a proactive
communication and training strategy to prepare our stakeholders for this transformation.

eCTD v4.0: Not Just Software, but an Opportunity for Business Process Renewal

Here, it must be stated clearly: eCTD v4.0 is a window for us. We do not evaluate eCTD v4.0 on its own
in this way. While transitioning to eCTD v4.0, we want to consider it as an opportunity through which
we can renew all of our own business processes as well. Within this scope, our goal is truly to establish
a scientific, transparent, and predictable licensing process. | would like to emphasize once again that
predictability is very important both for you and for us, and that transparency is very important both for
you and for us.

What we are truly trying to do is not actually only transformation to eCTD v4.0. Together with eCTD
v4.0, it is to renew the software we currently use from top to bottom with new technologies and a new
understanding, and during this process, to be able to reanalyze our own business processes as well.

Transformation Process: Two Main Parts
We actually divide the work into two parts. Although the eCTD v4.0 transformation appears to be a
software transformation:

1. Establishing the Technical Infrastructure (TITCK Internal Process)

« The first part of this is establishing our technical infrastructure and carrying out our work related to
this.
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- In fact, with the permission of the Minister, we have reached the final point. As of January 2026,
hopefully if nothing goes wrong, we will technically begin the active development process for eCTD
v4.0. Our final moves have been completed; we have carried out the final studies.

« This first stage will be our software development stage.

2. Pilot Implementation and Sector Transformation (Process Together with the Sector)

- This transformation is not only a software transformation; it is also a transformation that will somehow
change the dynamics of the sector and that the sector must carry out together with us.

- With the completion of technical development and the technical infrastructure reaching a certain
maturity, in the remaining process, from going into the pilot phase to the process that will extend to
voluntary implementation, we will devote intensive time and effort together with you.

- A software project is never only a software project. Sometimes only 30%, sometimes 40%, remains
for software development. This is the case even for ITS. What matters is its transition.

Software Development Approach

« A little earlier, a question had come up: We will not purchase a ready-made third-party tool related
to eCTD v4.0.

« Because we will develop software through which we will also review our own business processes.
We do not want to deal with integration.

- In terms of health informatics, thankfully, as the Ministry, we have a competent perspective. We want
both to develop the core side of eCTD v4.0 ourselves, although we may perhaps “outsource” it in
some way, and to redevelop our own regular applications ourselves.

What Are We Doing Before eCTD v4.0

- We are analyzing the current situation and needs.
- We are cleaning and standardizing our data.
« We are redesigning our business processes.

- We are carrying out internal software integrations and opening every development we make to the
sector.

We have started discussions with international peer institutions.

Work Being Done in the Kitchen and Step-by-Step Outputs

As of now, for six or seven months, as much as possible, we have actually been in the kitchen together
with the technical team. We have not really had much chance to meet with you face to face. | also have
not been able to meet with you much, but | ask you to excuse me. Because during this period, from
our own perspective, we have been carrying out organization, arrangement, and cleaning work in the
kitchen. These efforts are still continuing.

But we also want to share some of these with you as much as possible. We do not want to wait until the
last moment for any of the eCTD v4.0 transformation and the work we have done before it. We want to
share our outputs with you phase by phase.



Concrete Steps Taken for Transparency

1. Process Viewing Screen (August 1 Beta Test): One of these is the screen through which, as of
August 1, you began to view the processes of products as a very preliminary version, which we
could call the first “beta test.”

- We have some minor problems on this screen, because we are integrating from more than
one software system. It should perhaps also be stated that the problems you see there do not
actually indicate problems within the Agency, but integration problems.

« Our aim is to increase such screens and such data sharing, and to show the status of the
application you have made in a more transparent manner, and perhaps later even their order in
the commissions and the elapsed times.

2. Feedback and Communication Channel:
« Thanks to those screens, feedback is coming in. Especially regarding errors on the screens.

- However, by adding file upload options there for the things you want to ask, say, or explain on a
product basis, we want to use the communication channel more intensively from there.

- We will continuously make improvements there. With the eCTD Project, we are planning every
output we obtain step by step in a way that will be reflected to you.

Status of Licensing Processes

- We write an average of 60,000 letters annually.

- We receive an average of 20,000 applications annually, including variations, transfers, and similar
applications.

« There are approximately 2,100 applications in the licensing process.

Workload and Efficiency of the Department of Pharmaceutical Licensing

| do not want to prolong this too much. We also need to share the latest situation with you a little. Yes,
are the processes long? They are long. You are right. It must be said with peace of mind: You know
our difficulties, and be assured that we are also aware of them. We are not in a position of denying our
difficulties. Some of them already need to be solved together with you.

Current Workload Data
However, in order to share our workload with you to some extent, here are the data on what we do:

« We write an average of 60,000 letters annually, belonging only to our Licensing Department.

« We receive nearly 20,000 variation applications annually on average. These come in including
licensing and similar processes.

- And we currently have 2,100 application files in the licensing process.

With our current licensing issuance speed, if we asked you for some time and said, let us continue
with what we have, we would probably continue working uninterruptedly for five years. Of course, this
should not be left this way. If we look at our current issuance speed, this is the situation.

Working Hours and Human Resources Challenges

Truly, | do not think there is such a perception, but let me remind you once again on behalf of my
colleagues: With a concept of working hours very different from that of a normal civil servant, especially
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during reimbursement periods, as we assume you also witness, we too work continuously, including until
midnight.

However, it appears that we need to make this work more efficient. The eCTD v4.0 transformation is one
of these. The work we will do regarding digitalization, transparency, and our process evaluations is one
of these.

Thanks to our presidents, they continuously increase our number of personnel gradually, but as you
know, this does not come in direct proportion. The marginal benefit decreases with the training of each
incoming personnel member. In other words, if we doubled the number of personnel right now, the
number of licenses would not double. But we are continuously working on that as well.

Priority Actions We Need to Take

« Renewing our software and processes.
« Reconsidering prioritization.
- Standardizing our commission decisions.

« Carrying out all our procedures and processes while remaining in communication with the sectors.

Structural Change and Prioritization Strategy

This is clear: We need to structurally change our existing workload and way of doing business, and
various tasks fall to us here. First of all, there are matters that we need to do and, in fact, have already
begun to do:

1. Software and Process Renewal: As | mentioned, renewing our software and processes is one pillar
of this, eCTD v4.0 and digital transformation.

2. Reactivation of Licensing Prioritization:

- We want to reactivate licensing prioritization, to review prioritization again in a much more
reasonable manner, with very different algorithms, perhaps by receiving your views and ideas and
working together with them, and to put it back into effect.

- In this form, we hope that we will at least be able to implement various faster pathways and faster
procedures, such as the plans regarding biosimilars mentioned by our Minister Suayip.
TITCK’s Expectations from the Sector and Common Problem Areas
Our Expectations from the Sector

- The time spent in the sector is, on average, similar to the time spent on our side.
- Deficiencies and errors in the submitted files.

- Difficulties experienced in the market entry of licensed products.

1. Demand for Standardization and Quality

In line with the requests coming from you, and you are right, the fact that our commission decisions
sometimes diverge from standards is also a problem for us. We do not want additional chapters to be



opened. We want to make commission decisions more standard, more understandable, and more ICH-
compliant. In this respect, there are many tasks that fall to us.

2. Delays on the Sector Side

However, we also have various requests and expectations from you, or areas where we would like to
share our concerns with you.

« Reciprocal Extension of Timelines: Yes, the time spent on our side is long, that is true, but when
we look at the net averages, we can say that the time spent on your side is also not very different
from ours in terms of the average. So, of course, it is like the classic “chicken or egg” situation.
Sometimes we are delayed, and sometimes you are delayed.

« Response Quality Issues: There is also the following situation there: We have problems such as
extended commitments, late responses, inconsistent responses, and responses being requested
again.

« File Quality Issues: In the submitted files, there are sometimes errors and deficiencies that
we could not have anticipated, and that even some of our companies accustomed to licensing
processes repeatedly make.

The more robust and complete your files are when they arrive, the more comfortable we actually
are. Perhaps at this point, | kindly ask you to review your own processes again. If necessary, we must
certainly conduct training and joint work on this. On what we expect, what the good examples are, and
what the possible problems are.

3. Market Access Problem of Licenses

In fact, the most painful part is... | do not want to give a figure, but we can say this: Of the licenses
we have issued so far this year, fewer than half have been able to obtain a price. In other words, the
licenses we issue cannot enter the market.

The issue of price is a separate matter. | am saying this independently of the other effects of it that we
discussed earlier. As the Licensing Department, this also makes us think from our perspective: “Where
are half of the licenses we have issued? What are we doing? How can we further regulate this area?”

As|said, you arerightregarding price, SGK, and the remaining processes; | am saying this independently
of that. But from our perspective as well, there is also a situation in which your and our joint effort does
not turn into much output. Perhaps we need to sit down and discuss these together and review what
we need to do.

LICENSING PRODUCTION AND
STANDARDIZATION

ismail ONCEL
Board Member of IEIS

| am the Chair of the Licensing Working Group of the Pharmaceutical
Manufacturers Association of Tirkiye (IEIS). We frequently hold meetings
with our colleagues and licensing managers. | had previously presented the
main difficulties and the issues raised by our colleagues in the sector to our
esteemed President. Now | will briefly proceed from there, but before that, |
would like to say something.
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The Value of Licensing within the Pharmaceutical Industry

| have nearly half a century of experience in the pharmaceutical industry; in practice, coming from the
ground up, together with my management and industrialist experience that | have continued to this day.

Pharmaceutical companies have two areas of activity: one is producing the medicine, and the other
is producing the license. The process that begins with R&D and continues with license production
ultimately ends with the actual production of the medicine. Producing the medicine is the result.

If you look at the balance sheets of pharmaceutical companies, there are fixed assets consisting of
machinery, equipment, and the factory, and there are also the parts consisting of licenses/brands,
which have the status of securities and represent the actual value. In the trade, partnerships, or sales
of international companies with one another, they look at an existing factory, and they also look at the
licenses you have. | can establish the factory; | can establish it in one to one and a half years. That is
the easiest process, but until reaching that point, the process that begins with R&D and continues with
license production is the part that requires the real effort. In my many years of experience, this is the
most valuable part.

Now that most valuable part is also in the hands of TITCK, headed by our esteemed President. Our
production is complete, and again it is in their hands, under their supervision and control, but it is very
important and essential for us that our licenses are issued in a short time, that the problems we encounter
there are resolved in a short time, and that results are reached through practical solutions.

Licensing Speed and Workload

Just now, Hakan Bey mentioned it, and truly, if it has come to this point, then woe to us. Five years for
2,000 licenses... In previous years, as our colleagues in the sector know, there was a year when this
Agency issued 800 licenses. But this does not mean that it was done carelessly. There were processes
that went through commissions in a similar current structure, underwent analyses, took concrete form,
and resulted in licenses. When | think back over the last 10 years, if | am not mistaken, our average as a
sector was around 600 to 700 licenses received from the Agency.

Now, Hakan Bey, for this reason, your benchmark should be above 600; it should be 600 if we take the
average. If you spread 2,000 over 5 years, that is a very long period. Hopefully, it will not be this way.

Demand for Clarity in Guideline Standards

Now we have 2,000 applications in hand. The applications need to be accelerated. You mentioned it a
little earlier, and our President also said it: Now, whom do we take as a guideline? We take EMA,; if not
EMA, we take FDA. When we cannot find it...

Now this needs to be clarified once and for all. In other words, if my guideline is EMA, then whatever EMA
says, my Agency should request information from its sector or request EMA criteria in the standardization
of licenses and in files.

We have encountered such things that we submitted the file, and the professor in the commission, seeing
it almost as an opportunity to build a career there, asks a question from the Japanese pharmacopoeia.
Then let questions come to us from every pharmacopoeia. In other words, if my guideline is EMA, then
ask me from EMA. When you cannot find it there, ask from FDA. These need to be standardized.

Moderator: We will operate the objection mechanism on this issue, and we will not directly submit
the additional referee’s writing as the commission’s report; we will decide these matters in additional



meetings rather than going into detail here. Now everyone here has been informed. Even if the
person who wrote this is the President of TITCK, you will write an objection to anything that has
no basis, and you will say: “This is a request outside the legisiation presented to us and to which
we are subject; we reject it.” The mechanism related to this will operate; do not have any concern
about that.

But President, do you know what happens here? The letter came, | objected, it came again. That is how
those 60,000 correspondences are formed. So many unnecessary letters go back and forth... You look
at it, all right, perhaps there are misunderstandings in companies as well, or incomplete information is
provided, but there are also cases where the process is prolonged by questions from the Agency that
have nothing to do with the matter. That filter there, in other words the process of objection coming
and going, also needs to be eliminated. They can very easily reduce 60,000 to 30,000.

1. Requesting Draft Topics

Now, a second point. Information from the sector or certain supplementary items in the file are
requested regarding issues that are still in draft form in authorities such as EMA and FDA and have
not even entered into force yet. My guideline has not yet put this into force; it is in draft form. The
commissions hear it from there and ask questions in this way.

Moderator: What did we say on behalf of the Agency before you touched upon this? Commissions
will not rule over TITCK; TITCK will rule in line with EMA. This is the same as the first item. We will
consult on these... As | said, | am speaking a little from above, arrogance comes in, but as long
as I am here, anyone who does this will never again be able to serve as a commission member.

2. Demand for Accelerating Variation Processes

One important matter, in my opinion one of the sector’s critical points, is this issue of variations. In
variations as well, the variation processes need to be accelerated by taking the EMA criteria as the
basis.

For example, there are so many variations... Let me give an example: We purchase raw materials
from an Indian company, and the company changes its trade name. We change the documents. It is
a very simple process; this is a commercial matter. The factory is the same factory. The trade name
change documents have been submitted. Even this is subjected to a procedure as if it were a variation
change in the synthesis method. Perhaps a distinction needs to be made there as well. In other words,
administrative variations need to be handled quickly. Technical ones need to be handled separately.

Speaker (Hakan): In fact, similarly, more than one of our teams handles variations. Administrative
variations, yes, are sometimes distinguished from normal processes. It should be said that we
shared our workload with you, but this was not in the sense of “this is our workload, what can we
do?” This is our workload; you should also be aware of it, but it is still we and you who will solve
this. We and you need to solve this together in some way. This is not acceptable for us either. That
is why we are continuously working. This does not mean that we accept it.

The reason we shared this was only to be able to tell you, even to some extent, what we are exposed
to and what we are experiencing. Regarding these variations as well, we are reviewing the data
we have. We will reassess according to them, but sometimes, due to the workload, even a short
procedure can wait because it is waiting for the procedures ahead of it. But regarding this, we can
meet with you again and discuss various alternatives together with our colleagues.

Dear Hakan, should | understand that we will also meet the EMA criteria for variations, or is this a long-
term plan? Let’s make sure we receive clear questions, friends. I’'m not sure.

Moderator: We will hold one more meeting, you know...

All right. Then...
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Moderator: But we will also make this final decision on a ship off the coast of Trabzon.
The length of these licensing periods... 210 days...

Moderator: 210 days is not realistic in the short term, and it is not the right term. We will do more
than our best. We will also demonstrate this numerically. One of the ways to do this is to increase
the number of commissions. It will divide the work, but we are still maintaining our limits. With the
commissions in their current state... Why would you limit it to 40?7 Why not 100, why not 1,0007? If the
workload comes, if it is 20,000 instead of 2,000, when would you solve this with 40 commissions?
Where were you when this decision was made? Why did you not say that this work cannot be done
with 40 commissions? Would they not ask? Where were you when it was announced? Can this
workload be carried with 40 people? Did you find me?

President, how many years ago was that? Tirkiye is developing and growing.
Moderator: It is still in force.
Then it means the laws need to be renewed.

Moderator: You searched for EMA'’s criteria and found them... Could you not find that this cannot be
done with 40 commissions? It means you are satisfied. Let mine go first. Why would you introduce
a limit of 40 commissions? What harm would it do to anyone if there were 1,000 commissions?
Thankfully, Tirkiye has an academic pool. All academics are potential commission members. There
are very strong people within TITCK who know the administrative side.

Why did you not raise your voice when pharmacists were not assigned duties for whatever reason,
when they were offended, and when this probably caused them to prepare reports slowly?

Because our ministers have always been physicians.

Moderator: It has nothing to do with that. The ministers are not aware of this. You did not notice this
and did not bring it up. And more than 50% of the Agency consists of pharmacists. As the President
of the Agency, | made a decision and said: “You receive a differential payment, you cannot serve
on a commission.” You say, “You limited the commission to 40. You are also saying that half of those
inside cannot serve on commissions.” If you had shared this, why did you not speak up? | am asking
you. Either you will go and ensure that they are also paid, or give me courage, and then | will do it as
well. “Tall people cannot serve on commissions.” Who remains inside? Do you not know this? Well,
do you not also consider the possibility that, because they are not included in commissions, they
may become demoralized, slow down the work, and not write reports? Like the blind man eating
double dolma, “I will do it if someone does this for me.”

President, it seems the tender has fallen to us again.

Moderator: No, | mean if you do not deal with this root cause, EMA’s part takes half an hour. |
say | have banned it, and you will comply with this. Done. It only takes one instruction. But if |
make the decision that the people who will write this report cannot serve on commissions, who
will prepare these signatures? Will EMA come and prepare them? Has this been done here? Is this
being implemented here?

We expect it from you, hopefully.
Moderator: You have no such request at all. Is it written on those yellow pages you are holding?

Yes, yes. We are hopefully expecting this from you, esteemed President. We are eagerly awaiting these



new commission efforts from esteemed President Ahmet Ayar Bey. We have written it here.

3. Integrity of Commission Processes

President, also regarding these commissions, | saw this in my notes here. For example, a question
comes from bioequivalence. It comes from the bioequivalence commission, from pharmacology, and
separately from the clinical side. These should be handled in an integrated...

Moderator: | may not be giving the right answer, but you do not lose time because of that.
Whatever is completed is given to you early so that multiple factors can proceed simultaneously.
Ultimately, we get stuck at the place called technology. This is so that you are not disadvantaged
by it. It does not seem to be against you. You are not happy with it, but instead of collecting all of
them, instead of waiting, | think we send what comes in. It is not against you.

Well, if it will be fast like this...

Moderator: Faster. Because in the meantime, instead of standing idle, we send you one of the
five factors so that you can work on it.

Technical Demands of the Sector and Institutional Responses

Among the issues we previously presented was reducing the pilot study quantity for products with low
batch sizes. For example, reducing it to 5,000 instead of 5,000 to 100,000. We had set certain criteria
there. Especially recently, there are orphan medicines and cancer medicines. Each of these involves
very expensive substances, and their annual consumption is not high. Their batch sizes are also very
low. It would be beneficial for a criterion on these to be communicated to the sector through a study
in line with our proposal.

Speaker (Mr. Hakan): | believe this was also included and discussed in the notes of the sector
consultation meeting in previous years. About three or four months ago, we established a team
regarding this. They are working on this specifically within our own structure. | hope, with the
permission of our President, that we will finalize it as soon as possible. We think it is reasonable
and that your requests are meaningful.

In line with technical proposals, we submitted our recommendations as the Pharmaceutical
Manufacturers Association. We worked on it considerably before submitting it.

Moderator: Will it be concluded soon? (Turning to Specialist Pharmacist Omer Hakan SIMSEK) We
do not give a timetable except to the Minister. This has become something like “there is a fortune
awaiting you within three times.”

Institutional internal practices, as we have just mentioned, being shared clearly with the sector and
shortening the time to enter a slot are among the requests coming from our colleagues.

A second issue is EKT practices. We postponed it, postponed it, and said, “We will put it into force on
January 1, 2026.” But we still have companies that are not ready.

Moderator: Have we taken our measures? Friends have worked on it. No grievance will arise in
the market. We are aware of the situation. For a while longer, we will soon announce that both will
continue together as a dual practice.

Allright, President. The issue of Phase 3 studies for biotechnology products has already been discussed
a lot.

Moderator: The Minister has already made the announcement regarding that. We are regulating
the legislation. We are following EMA and FDA. Phase 3 clinical trials will not be mandatory,
except for the exceptions that exist in science.

There is also an important difficulty regarding license transfers.
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Moderator: It will be removed. Everyone with their own license...

No, no. For example, | sold my license to a company. That company is now the new owner. As | said,
a pharmaceutical license legally has the status of a security. | can sell it, | can transfer it. If there are
deficiencies in this transferred license, there is the issue of those deficiencies being fulfilled by the new
owner, that is, by the party acquiring the license. This is expressed as follows: There is a practice as if
you will prepare everything, complete it, and then transfer it to the new company.

Moderator: We will review that. There is a certain group of licenses in Tlrkiye, some of them have
already had to be taken into scientific review during the objection process, and some of these are
also sold through court proceedings. We will not be able to use a very generalizable statement
here. There may be exceptions. We will review the situation so that what comes out of our mouth on
behalf of the state does not bind us. But as for you, do not sell your licenses, keep them yourselves.

No, itis like this: Company mergers take place. Inthose mergers, or partnerships, the transfer of the license
becomes an issue. Even if it is not a very general problem, this does occur. The Quality Overall Summary
should not be a prerequisite in license renewal. There is a Quality Overall Summary prerequisite.

Speaker (Mr. Bey): Quality Overall Summary (QOS) Requirement:

- The long duration of approval processes, that is, the request that submission of the Quality Overall
Summary be made mandatory, is justified.

- License renewal is a very important issue in the world. With license renewal, we question the validity
of the license after 5 years. In this regard, we conduct all evaluations again, as if issuing a new
license.

« Here, we both question whether everything is up to date and whether the QOS, which is important
in terms of quality, has been completed. Whether you have complied with all requirements, whether
the file is complete or not, these are checked.

- Doing this only by looking at administrative information is not a very appropriate practice. Renewing
a license by looking at a few CVs does not seem very logical to us. We are trying to implement the
system applied around the world in the same way.

Moderator: | think one of the problems there, in addition to submission, is that the approval period
is very long. The approval results, these quality document processes, are probably submitted for
approval first in license renewal. The long duration after approval... Renewal cannot be carried out,
of course, if approval does not come from there.

Speaker (Mr. Hakan): | do not think there is a very critical delay there. They work quite well at the
administrative stage, but we will review this again. Your problem regarding the overall duration is
separate; it already exists, as | presented to you, but we are more comfortable in some areas at
this point.

Participant (TITCK - Mr. Mesut): Our colleagues in quality also evaluate technical variations. There
is also a very heavy workload there. As far as | know, we have a separate team that prepares the
Quality Overall Summary. Therefore, depending on the intensity there, delays may sometimes occur
due to the file being heavy. If the file is incomplete, completion is requested. This can also lead to
other variations. Ultimately, the prolongation of the matter is actually prolonged because of these.
If the file is complete and the Quality Overall Summary has been fully completed, our colleagues
issue it immediately after the review.

These were my main headings.



Panel Closing and Commitments

Moderator: First of all, | would like to thank you for your constructive and developmental
contribution. | thank you for your patience. We are obliged to fulfill the rules that bind us with a
language and tone that supports you with empathy and understands you. We will pursue this path
together. We have identified the points that are candidates for improvement, and we are solving
them. We will hold another consultation meeting very soon to solve these points, on which you are
right, together. We will also provide written answers to your written questions in a way that reaches
everyone. By the end of the year, within a calendar, we will also hold a more focused meeting with
the sector and sector representatives somewhere outside Ankara.

PARTICIPANT-1(Question on the Start Time of Commissions): Esteemed President, thank you very
much. You made very good explanations regarding the commissions a little earlier... but | think one
thing was missing: When will they start? Because without them starting, it is truly not possible for
the licensing period to progress.

Moderator: The evaluation of old files has slowed down, but it has never stopped. Omer Hakan
Bey will answer better regarding the start of new files.

Speaker (Mr. Hakan): \We have brought our work to a certain stage. We also carried out software
work in the meantime. Hopefully, within a period that is not very long, let me give a time frame of
within 2 weeks.

Moderator: | will reduce that to one week. | will go and help him. Now...
Speaker (Mr. Hakan): In other words, within two weeks at the latest.

PARTICIPANT-2: (Question on Commission Memory): | wanted to ask about an issue | could not
understand regarding the commissions. You stated that commissions would be formed randomly
from a pool. After the first review of our files, if we receive deficiencies and submit our response,
will they also carry out the second evaluation?

Moderator: They will do it again; it will have memory. Once a commission is assigned, it will
continue with the file. “We will do this additionally...” If someone is lazy, comes without reading, acts
carelessly, insists, and, despite being shown evidence, says “this bottle is full” to an empty bottle,
they will not continue.

PARTICIPANT-2: (Question on the Implementation of the New Process): Will files whose licensing
process has started but which have not yet been evaluated by any commission be affected by this
new process? Or will it also be applied to them?

Moderator: It will also be applied to them.
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TITCK SECTOR CONSULTATION
MEETING SUMMARY

Prof. Dr. Ahmet AYAR
President of TITCK — Turkish Medicines
and Medical Devices Agency

I..-'-._J: E -
Specialist Pharmacist ismail ONCEL
Omer Hakan SIMSEK Board Member of IEIS (Sector View)

Head of the Department of
Pharmaceutical Licensing, TITCK
(TITCK Practices and Innovations)



I. Evaluations of the TITCK President (Prof. Dr. Ahmet AYAR) on Structural Problems and Solutions

Problems in Speed and Commission Structure

« 40-Commission Limitation: The limitation of the number of commissions that will evaluate licensing
files to 40 by Presidential Decree is the greatest speed-limiting factor. The aim is to remove this limit.

« Motivation and Remuneration: The lack of motivation among commission members and the fact
that the 4,000 TL fee they receive does not correspond to the work are fundamental problems.
Members should be motivated by being provided the maximum possible compensation.

« Human Resources: In order to accelerate the process, academics temporarily assigned from
universities for 6 months or 1year need to be recruited.

+ Role of the Commission: Commissions will not dominate TITCK; they will provide consultancy. TITCK
is a board that makes science-based decisions; it cannot make administrative decisions.

Ethical Risks and Dynamic Commission System

« Risk: Fixed commission membership lays the groundwork for unethical behavior, neighborhood
pressure, and attrition.

« Solution: The fixed commission practice has been abolished. A draw will be made by random
number from a pool of 600-1,600 people. Members’ fatigue and arbitrariness will be prevented.

« Transparency: The computer records of the draw will be made available to those who request them.

« Memory: For files whose evaluation has started, the assigned commission will continue with the file
and will have memory. Members who are lazy, careless, or act deliberately will be removed from the
system.

Pricing System and Reference Pricing

« Purpose: The aim is to repair or rehabilitate the international reference system applied in Tirkiye.

« Principle: In the medium and long term, medicine prices must be above a certain threshold for the
sector to strengthen. Otherwise, this would be “cutting off the branch on which one sits.”

« Problem: The current system leads to “patchwork” absurdities such as being unable to obtain a price
from Greece and obtaining a price from Egypt instead, and it is disconnected from the international
literature.

« Risk: If the reference system is not corrected and 158 new medicines arrive, the pharmaceutical
budget and system may collapse.

« Solution: It has been proposed that the reference system be restored to its original form. The impact
analysis has been shared with stakeholders.

« Reassessment: For conventional medicines, neither the 40% reassessment limit nor inflation should
be taken into account; the starting point should be reset.

Il. Digital Transformation in Licensing (Specialist Pharmacist Omer Hakan SIMSEK)

Digitalization and eCTD v4.0

« Current Status: The Agency has been accepting applications in PDF format in a paperless
environment for 15 years.
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« New Phase (Digitalization): The aim is to transform data not only as document images, but into
machine-readable structured data.

» Transition to eCTD v4.0: The new standard is a requirement for this structured data. This transition
is also seen as an opportunity to renew all business processes.

« Timeline: The technical development process, active development, will begin as of January 2026.
Development will be carried out within the Agency in order to avoid dealing with integration.

 Pilot Implementation: Following technical development, pilot implementation will begin together
with the sector.

Workload and Transparency

« Workload: An average of 60,000 letters are written annually, and nearly 20,000 variation applications
are received. There are currently 2,100 licensing application files. It was stated that, at the current
pace, these files could be completed in 5 years.

» Transparency Steps: As of August 1, a screen for viewing the processes of products has been
opened as a beta test. This screen will be continuously developed to show the status of applications,
commission order, and elapsed times more transparently.

lll. Sector Views and Demands (ismail ONCEL)

The Value of Licensing and the Need for Standardization

« Legal Value of the License: Licenses, independent of the factory, have the status of securities in
companies’ balance sheets and constitute the part that represents the actual value. Therefore, their
issuance in a short time is essential.

» Speed Expectation: It was stated that the sector previously had an annual average of 600-700
licenses, and an increase in speed was requested.

« Guideline Clarity: It was requested that the Agency base its information requests on EMA criteria
and avoid asking questions based on draft guidelines or irrelevant pharmacopoeias, such as the

Japanese Pharmacopoeia. The Moderator guaranteed that such requests could be rejected through
the objection mechanism.

Key Technical Demands

Topic Sector’s Demand Agency’s Response

The demand was found
meaningful, and it was
stated that the data would
be reviewed and the matter
would be discussed again
with the sector.

Administrative variations,
such as title changes, should
Variations be separated from technical
variations and accelerated in
line with EMA criteria.




Quality Overall Summary
(QOS)

The issue of the long duration
of QOS submission and
approval in license renewal.

The requirement to submit
QOS was defended on the
grounds that an evaluation
similar to a new licensing
process is carried out to
question the validity of the
license, and that it would not
be correct to look only at
administrative information.

Low Batch Size

In low-consumption products
such as orphan and cancer
medicines, the pilot study
quantity should be reduced,
for example from 100,000 to
5,000.

The demand was found
reasonable, and it was stated
that a special team had been
established on this issue and
that it would be finalized as
soon as possible.

Biotechnology Phase 3

Waiving the requirement.

It was confirmed that this
had been announced at
the Ministry level and that
it would not be mandatory
except for exceptions in
science.

License Transfers

Deficiencies in the transferred
license should be fulfilled

by the new owner. The
current practice requires the
former owner to complete
everything.

It was stated that the situation
would be reviewed, but that a
binding statement could not
be made because the matter
includes general exceptions
such as sales through court
proceedings.

IV. Closing and New Commitments

« Speed Commitment: Prof. Dr. Ahmet AYAR committed that the Department of Pharmaceutical
Licensing would reduce the time for starting new files from two weeks to one week.

« New Process Timeline Specialist Pharmacist Omer Hakan SIMSEK stated that software work for
the new random commission assignment mechanism was ongoing and that it would begin within
two weeks at the latest, which was reduced to one week by the Moderator.

« Emphasis on Root Cause: The Moderator questioned why the sector had remained silent in the
past regarding structural root causes such as “40 commissions” and demoralizing decisions such
as pharmacists within the Agency not being able to serve on commissions.

« New Consultation: It was announced that another consultation meeting would be held very soon
to resolve the points found justified. A more focused meeting outside Ankara is planned by the
end of the year.

« Written Responses: YWritten responses will be provided to written questions in a way that reaches
everyone.

SUSTAINABLE
HEALTHCARE...

88 | 89






METHODOLOGY

At the 43 TUSAP Vision Meeting, held under the theme of “Strategic Issues in Biotechnology,
Pharmaceuticals, and Next-Generation Therapies,” opinion leaders representing the healthcare
sector were asked questions related to the agenda. In a panel setting with two speakers representing
the private and public sectors, the result graphs prepared based on the responses of more than 235
senior executives representing the public sector, NGOs, the private sector, and universities were
again interpreted by the participants. NGO representatives constituted 17% of the participants, while
public executives accounted for 32%. Private sector executives represented 21%, and universities
focused on the field of health took their place with a share of 30%.




LOW LEVEL OF OPTIMISM FOR GROWTH IN 2025

Nearly three-quarters of the participants (76%) stated that, in 2025, the healthcare sector would
either remain at the same level as the previous year or contract. The fact that expectations of
contraction and remaining the same are equal reveals that there is serious uncertainty in the

sector regarding growth potential.

1. What is your forecast for the healthcare sector in Tiirkiye for 2025?

1. It will be a year of growth
2. It will remain the same as the previous year
3. It will be a year of contraction

38% 38%

1 2 3
It will be a year of growth It will remain the same as the It will be a year of contraction
previous year



EXPECTATION THAT HEALTHCARE INVESTMENTS
WILL LAG BEHIND ECONOMIC GROWTH

More than two-thirds of the participants (63%) foresee that investments in the healthcare sector
will remain below the GNP growth rate over the next 5 years. This expectation indicates that
investment appetite in the sector is low or that the current investment environment is having
difficulty keeping pace with the overall speed of the economy.

2. For Tiirkiye, over the next 5 years, healthcare investments will:

1.  Grow at the same rate as GNP growth
2. Grow below the GNP growth rate
3. Grow above the GNP growth rate

63%

9%
1 2 3
Grow at the same rate as GNP Grow below the GNP growth rate Grow above the GNP growth rate

growth
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CONCERN OVER THE DECLINE IN PRIVATE
SECTOR INVESTMENTS AND EMPHASIS ON THE
PUBLIC SECTOR

While the largest share of participants (41%) expects a decline in both sectors, the second-
highest rate (30%) foresees a decline in the private sector and an increase in the public sector.
In total, 71% of participants share the expectation that private sector investments will be under
pressure in the upcoming period. This situation points to a trend in which the investment
burden in healthcare services will increasingly shift to the public sector, while the private sector
will retreat under current economic conditions.

3. For Tiirkiye, over the next 5 years, healthcare investments wiill:

Increase in both the private sector and the public sector
Decrease in the private sector and increase in the public sector
Increase in the private sector and decrease in the public sector
Decrease in both the private sector and the public sector

Awn e

41%

1 2 3 4

Increase in both the private Decrease in the private sector Increase in the private sector and Decrease in both the private
sector and the public sector and increase in the public sector decrease in the public sector sector and the public sector



IMPACT OF COST INCREASES
ON SECTOR EXPECTATIONS

It was stated that, together with the low exchange rate and increasing costs, the rise in the costs of
blue- and white-collar employees in the sector reflects the pessimistic picture. It was expressed that
the sector is generally in a good position, but that the state should provide stronger support in terms
of trade policy. In this context, the importance of increasing the current support rates to the level of
20-30% was emphasized.

NEED FOR AN EVALUATION
OF THE HEALTHCARE SECTOR AS A WHOLE

It was stated that participants are in an environment of psychological pressure in which they remain
under the shadow of pressures on pharmaceuticals and the exchange rate, and in which the entire
healthcare sector is perceived as being reduced to these two elements. Drawing attention to

the fact that the questions cover not only the pharmaceutical sector but the healthcare sector in
general, it was emphasized that pharmaceutical expenditures actually have a limited share within
healthcare expenditures. For this reason, it was stated that the impact of pharmaceuticals on total
healthcare expenditure is not as high as assumed. Based on the experience of the last 22 years, it
was expressed that there has been no year in which healthcare expenditures decreased, and that,
when the current course is evaluated from a didactic perspective, it is expected to continue in a
similar manner.

OPTIMISTIC EXPECTATION FOR GROWTH AND INCREASED
INVESTMENT IN THE SECTOR

In the responses given to all three questions, a generally positive outlook was expressed. It was
stated that the growth trend in the healthcare sector would continue and that investments would
also increase in this direction.

PREVENTIVE HEALTH POLICIES
AND STRENGTHENING SOCIAL AWARENESS

In addition to investment planning, it was stated that expanded newborn screening should be
implemented rapidly for the healthy generations of the future to be raised. Attention was drawn
to the importance of structuring national media and educational curricula in a way that raises
awareness about rare diseases. The necessity of reducing consanguineous marriages through
national media and television series and addressing preventive medicine more extensively at the
societal level was emphasized. In this way, it was stated that fewer resources may be needed for
pharmaceutical and healthcare investments in the future.
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PREVENTIVE HEALTH POLICIES
AND STRENGTHENING SOCIAL AWARENESS

In addition to investment planning, it was stated that expanded newborn screening should be
implemented rapidly for the healthy generations of the future to be raised. Attention was drawn
to the importance of structuring national media and educational curricula in a way that raises
awareness about rare diseases. The necessity of reducing consanguineous marriages through
national media and television series and addressing preventive medicine more extensively at the
societal level was emphasized. In this way, it was stated that fewer resources may be needed for
pharmaceutical and healthcare investments in the future.

THE NECESSITY OF INCREASED
AND CONTINUOUS HEALTHCARE INVESTMENTS

It was emphasized that healthcare investments in Tlrkiye should increase in both the public and
private sectors over the next 5 years. Otherwise, it was stated that the meetings held to date, the

awareness created, and the data presented would lose their meaning. It was noted that, in the event

of a decline in private and public investments, there could be not only regression but also exits from
the sector. It was expressed that sustainability would not be possible if only one reimbursement
approval could be obtained for 15 license applications. Nevertheless, optimistic expectations were
shared that budgets allocated to health would increase and that a better period would come.



STRONG CONSENSUS ON A STRATEGIC
PRIORITY FOR BIOTECHNOLOGY

A very large majority of participants (83%) see biotechnological medicines as a strategic
priority area requiring urgent action for Turkiye. This result shows that sector professionals
share a strong vision regarding high value-added production, reducing external dependence
in pharmaceuticals, and achieving a technological leap. Biotechnology stands out as the most
critical and most widely agreed-upon area for the future of the sector.

4. Do you think biotechnological medicines are a strategic priority area for Tiirkiye?

1. Yes, | definitely agree; urgent and rapid progress should be made on this issue
2. | partially agree, but | do not see an urgent situation

3. lam undecided; | do not have sufficient knowledge on the subject

4. No, | definitely do not agree

83%

1%
4%
% E——
1 2 3 4
Yes, | definitely agree; urgent | partially agree, but | do not see | am undecided; | do not have No, | definitely do not agree
and rapid progress should be an urgent situation sufficient knowledge on the
made on this issue subject
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PRICING AND HUMAN RESOURCE BARRIERS IN
BIOSIMILAR PRODUCTION

The Pricing System (28%) is identified as the main barrier to the insufficient development of
biosimilar products. The second major barrier was stated as Human Resource Deficiencies
(21%). In addition, the lack of Licensing and Public Support Policies also accounts for significant
shares, each at 16%. This distribution shows that biosimilar development can be possible not
only through R&D incentives, but also through a pricing mechanism that secures return on
investment and the existence of a qualified pool of experts.

5. Despite R&D and production investments, what is the biggest barrier preventing a
sufficient number of biosimilar products from emerging in our country?

1. Licensing processes being long and complex

2. The pricing system preventing companies from making sufficient investments in these
medicines

3. The absence of public support policies of the quality needed for biosimilar medicine
production, such as public procurement guarantees

4. Deficiencies in incentive and fund mechanisms for production and R&D investments
5. The absence of appropriate reimbursement policies
6. Deficiencies in human resources and talent development programs

28%

1 2 3 4 5 6
Licensing processes The pricing system The absence of public Deficiencies in The absence Deficiencies in
being long and preventing companies support policies of incentive and fund of appropriate human resources and
complex from making sufficient  the quality needed for mechanisms for reimbursement talent development
investments in these biosimilar medicine production and R&D policies programs
medicines production, such as investments

public procurement
guarantees



UNCERTAINTY OF SUPPORT
MECHANISMS IN BIOSIMILAR PRODUCTION

It was stated that public support policies of the quality required for biosimilar medicine production
have still not been established and that this issue has been discussed for a long time. It was noted
that there is no holistic mechanism regarding which public institution provides what type of support
in which area. It was stated that a participant who invested in the field of biotechnology eight
years ago observed Korea’s success on site and conveyed that the Korean government provides

5 billion dollars of support to the biotechnology sector every year. It was expressed that Turkiye

is not expected to allocate a budget on this scale, but that, under the current circumstances, even
the amount of budget allocated by TUSEB is not known within the sector. It was stated that, in its
current form, the sector cannot progress only with promises and hopes, and that initiatives limited
to individual efforts are not sustainable. It was emphasized that how much support will be provided
at the R&D and production stages, when it will be provided, and through which methods should be
clarified, and that multi-headedness should be eliminated.

It was stated that multi-headedness such as the Ministry of Industry, TUBITAK, support projects,
and move projects should be eliminated, and that for biotechnology, a state institution, for example
the Ministry of Treasury and Finance, could say, “l am in charge of the money, | am launching this,
and the coordination of all of it will be under my responsibility.” We do not know from whom we will
receive what support.

LACK OF COORDINATION IN BIOTECHNOLOGY SUPPORTS

It was stated that the simultaneous implementation of many institutions and programs, such as

the Ministry of Industry, TUBITAK, support projects, and move projects, causes serious multi-
headedness in the sector. It was noted that this situation causes companies operating in the field
of biotechnology to be unable to foresee from which institution and what type of support they can
receive. In this context, it was emphasized that coordination in the field of biotechnology should
be gathered under a single center. For example, it was expressed that the Ministry of Treasury and
Finance managing the process from a single hand by saying, “| am in charge of the money, and
coordination will be under my responsibility,” could increase the effectiveness of supports and
eliminate the current fragmented structure.

THE NECESSITY OF ACTIVATING PUBLIC SUPPORT POLICIES

It was stated that there are currently investments of certain scales in Turkiye, but that activating
public support policies is of great importance for these investments to be implemented effectively. It
was emphasized that activating these policies would provide a general benefit not only in terms of
the development of the sector, but also in terms of the national economy and social welfare.
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CONFIDENCE IN THE PUBLIC-PRIVATE
PARTNERSHIP MODEL IN BIOTECHNOLOGICAL
PRODUCTION

Participants point to the Public-Private Partnership Model (31%) as the most effective strategy
that will accelerate biotechnological medicine production. Joint R&D centers (28%) and
licensed production (27%) also receive high levels of support. These data show that the sector
believes a large, coordinated model supported by state assurance, combined with international
collaborations, will deliver the fastest results. The long-term and risky path of original
development receives the lowest preference.

6. Which of the following is the fastest and most effective strategy for
biotechnological medicine production in Tiirkiye?

Original domestic product development

Licensed production + know-how sharing

Local companies establishing joint R&D centers with global companies
Public-private partnership model, such as TOGG

Use of existing facilities for licensed production

QI AN

31%

27% 28%

o
8% 7%
1 2 3 4 5
Original domestic product Licensed production + Local companies Public-private partnership Use of existing facilities for
development know-how sharing establishing joint R&D model, such as TOGG licensed production

centers with global
companies



THE IMPORTANCE OF MODELS BASED ON PUBLIC-PRIVATE AND
UNIVERSITY COLLABORATION

Within the framework of the public-private partnership model, it was stated that a structure similar
to TOGG could also be implemented in the field of health. Referring to the importance of joint work
among universities, the public sector, and the private sector, it was stated that intensive efforts are
being made to establish a center in this direction at Marmara University Faculty of Pharmacy and
that an important stage has been reached on this issue. It was emphasized that this meeting is

an important step in shaping the vision for the future, and all stakeholders who contributed were
thanked.

THE NEED FOR STRATEGIC GUIDANCE AND COORDINATION IN
UNIVERSITY-INDUSTRY COLLABORATIONS

It was stated that university-industry collaborations have made significant progress compared to
previous years, but that the outputs produced at universities should be managed not only with a
publication-oriented approach, but also with product-oriented strategies. It was noted that start-

up mechanisms and technoparks supporting this process have not been able to provide the
desired efficiency due to the ineffective use of the existing infrastructure. It was expressed that
universities have many laboratories and accredited centers, but that problems are experienced

in the coordination and inventory management of these centers. It was emphasized that, instead

of establishing new centers, a high potential could emerge if existing centers are developed and
used more effectively. In this direction, recommendations were made to increase university-industry
collaborations.

RECOMMENDATIONS ON INTELLECTUAL PROPERTY AND LICENSING
MODELS IN UNIVERSITY-INDUSTRY COLLABORATIONS

It was stated that various difficulties are experienced in university-industry collaborations in terms

of intellectual property rights, and therefore arrangements such as license partnership and license
transfer could be beneficial for the ecosystem. It was noted that an exemplary model on this issue

is being implemented at Erciyes University, where the university received an R&D investment and
developed a product on behalf of the private sector, starting with license partnership in the process
and later carrying out a license transfer. In this way, it was emphasized that both the university
generated income and the developed product could be commercialized. Attention was drawn to the
need to disseminate such models across the ecosystem and increase support that will encourage
similar collaborations.

THE SUITABILITY OF A TOGG-LIKE MODEL IN THE
PHARMACEUTICAL SECTOR WAS DISCUSSED

It was stated that a TOGG-like public-private partnership model is not viewed favorably, and that
this model arose from the fact that there was no similar manufacturer in Tlrkiye at the time TOGG
was established. However, it was noted that in the pharmaceutical sector, there are already many
companies, factories, and production facilities, and therefore the main need in this field is not a new
structure, but financial guarantee mechanisms that will enable the existing capacity to be used. It
was emphasized that when this assurance is provided to the sector, production and investment
processes will function on their own.
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THE BIGGEST FINANCIAL BARRIER TO ACCESS
TO NEXT-GENERATION THERAPIES

According to more than half of the participants (58%), the most critical barrier to the widespread
use of next-generation therapies is Pricing and Reimbursement Policies. The inherently high
cost of these therapies creates a major challenge for the sustainability of existing national
reimbursement systems. Although other regulatory, financing, and infrastructure deficiencies
are important, overcoming financial barriers is seen as the primary condition for access to
these innovative therapies.

7. What is the most important barrier to the widespread use of next-generation therapies,
such as gene, cell, and mRNA therapies, in Tiirkiye?

1. Pricing and reimbursement policies

2. Regulatory and legislative deficiencies

3. Insufficient investment and financing

4. Lack of clinical infrastructure and human resources

58%

1 2 3 4
Pricing and reimbursement Regulatory and legislative Insufficient investment and Lack of clinical infrastructure and
policies deficiencies financing human resources

IT WAS EMPHASIZED THAT MEDICINE AND TECHNOLOGY SHOULD BE
INTEGRATED IN NEXT-GENERATION THERAPIES

When evaluated from the perspective of companies that have cancer centers and operate in non-
pharmaceutical fields, it was stated that treatment models in which medicine and technology are

used together in next-generation approaches such as proton therapy, BNCT, or tenorsic therapies

are not brought sufficiently onto the agenda. In this context, attention was drawn to the importance of
sectors working together and evaluating technology and medicine jointly. It was stated that this holistic
approach would make an important contribution to both reducing costs and increasing effectiveness in
next-generation therapies.



THE DESTRUCTIVE EFFECT OF THE EXCHANGE
RATE DIFFERENCE ON ACCESS TO MEDICINES
AND SUPPLY SECURITY

The deepening gap between the pharmaceutical exchange rate and the current exchange
rate creates pressure most strongly on Access to Medicines and Supply Security, according to
two-thirds of the participants (66%). This finding shows that the sector is seriously concerned
not only about its own financial losses, which rank second at 22%, but also about the potential
adverse effects on public health. The exchange rate difference brings with it the risk of
medicine shortages by making imports more difficult and disrupting supply.

8. In your opinion, in which area does the steadily increasing gap between the
pharmaceutical exchange rate applicable in Tiirkiye and the current exchange rate create
the greatest pressure?

Financial sustainability

R&D and new product investments

Price competition and positioning in foreign markets
Access to medicines and supply security

It has no negative effect

aAwWN S

66%

22%
10%
1 2 3 4 5
Financial sustainability R&D and new product Price competition and Access to medicines and It has no negative effect
investments positioning in foreign supply security

markets
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THE MAIN BARRIER IN THE PRICING PROBLEM:
THE WAY MEDICINES ARE PERCEIVED

More than half of the participants (54%) see the perception of medicines merely as an
expenditure item, that is, as a burden on the budget, as the biggest barrier to solving the
medicine pricing problem. This result reveals that the root of the problem in the sector lies
not in economic or technical details, but rather in the strategic and philosophical perspective
toward medicines. The solution reinforces the expectation that the therapeutic and economic
contribution of medicines should be seen as an investment.

9. What is the biggest barrier to solving the problem in medicine pricing in Tiirkiye?

1. The perception of medicines merely as an expenditure item that creates a burden on the

budget

wnN

The general economic conjuncture
The strategic importance of the sector not being taken as a basis

4. The sector remaining insufficient in conveying this problem and the importance of
medicines to decision-makers

o o

54%

1

The perception of
medicines merely as
an expenditure item
that creates a burden

on the budget

5%
]

2

The general economic
conjuncture

12%

3

The strategic
importance of the
sector not being taken
as a basis

2%

4

The sector remaining
insufficient in
conveying this
problem and the
importance of

medicines to decision-

makers

Lack of coordination among institutions in the decision-making process
Failure to integrate data-based cost analyses into decision-making processes

15%
12%
5 6

Lack of coordination

among institutions in

the decision-making
process

Failure to integrate
data-based cost
analyses into decision-
making processes



ATTENTION WAS DRAWN TO THE LONG-STANDING PROBLEMS OF
THE PHARMACEUTICAL SECTOR

It was stated that state officials also attended the meeting and that it was inevitable for the results
shared to create discomfort. It was noted that the problems experienced in the pharmaceutical
sector are not specific only to this year, but date back 6-7 years. It was expressed that the
perspective toward medicines, rather than health, has gradually become more negative, and that
this is clearly felt by the sector. Although it is hoped that the sector will transition to a trouble-free
period in the near future, the impression was conveyed that current conditions make this transition
difficult. It was emphasized that this meeting constituted an important opportunity to openly express
the problems in question. In addition, it was stated that the sector has long been unable to obtain
appointments from the competent authorities on this issue, that it only attracted attention for a
while during the pandemic due to global medicine supply problems, but that, with the end of the
pandemic, it was once again left to its own devices.

THE ESTABLISHMENT OF A HEALTH INDUSTRY
PRESIDENCY WAS PROPOSED

In response to the question of “how far this issue will go,” it was recalled that a similar process had
been experienced in 1977. It was stated that, at that time, following prolonged negotiations between
the Ministry of Finance and the Ministry of Health, medicine shortages began in the sector, and even
aspirin became unavailable. It was emphasized that the necessary steps should be taken urgently

in order not to reach the same point today. It was expressed that, for the problems to be solved
permanently, the sector should be accepted as an interlocutor, it should be enabled to establish
dialogue with its stakeholders, and a strategic structuring similar to that in the defense industry
should be pursued. In this context, attention was drawn to the importance of establishing a structure
under the name of the “Health Industry Presidency.” It was stated that this structure should include
sector representatives, civil society organizations, the Ministries of Finance, Health, and Agriculture,
and other relevant public institutions, and that the sector could regain strength by carrying out
processes under this umbrella.
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THE SLOWNESS AND UNCERTAINTY IN
LICENSING PROCESSES RESTRICT INVESTMENTS

The overwhelming majority of participants (88%) state that the slowness and unpredictability

of licensing processes most seriously restrict investment and product development planning.
This represents the clearest bureaucratic barrier faced by the sector and the one with the
strongest consensus. Accelerating these processes and increasing their transparency are seen
as a critical way to increase the interest of both local and international investors in the Turkish
market.

10. How do the current speed and predictability of licensing processes in Tiirkiye affect
product development and market entry in the sector?

1. The slowness and uncertainty of the processes seriously restrict investment and product
development planning

2. They lead patients to turn to uncontrolled and unregulated products

3. With current practices, the sector maintains its sustainability and product diversity, and
no significant problem is experienced

88%

5% 6%
1 2 3
The slowness and uncertainty They lead patients to turn to With current practices, the sector
of the processes seriously uncontrolled and unregulated maintains its sustainability and
restrict investment and product products product diversity, and no significant

development planning problem is experienced



IT WAS STATED THAT SLOW PROCESSES RESTRICT INVESTMENTS
AND PRODUCT DEVELOPMENT

A common view was expressed that the slow progress of processes and the continuation of
uncertainties seriously restrict investment and product development planning. The reasoning behind
marking the option “They lead patients to turn to uncontrolled and unregulated products” was

also opened for discussion. In this context, it was stated that 90-95% of pharmacy faculty students
provide consultancy services to patients as healthcare professionals by opening pharmacies in
Turkiye after graduation. Drawing attention to the professional value of these students, it was
emphasized that otherwise the rate of uncontrolled product use could be much higher. In addition, it
was stated that universities, as public institutions, could also cooperate with the sector specifically in
the field of the pharmacy profession.
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CLOSING SPEECH 1

Prof. Dr. Nurullah OKUMUS
Deputy Minister of Health

WE MUST ESTABLISH REGULATIONS THAT WILL
MEET THE MEDICINE NEEDS OF OUR OWN CITIZENS

| would like to extend my thanks to all sector representatives, academics, and my valuable bureaucrat
colleagues who are interested in this field and who participated in the 43rd TUSAP Vision Meeting.

Frankly, | had some reservations before the meeting. | was curious about who would speak in this meeting
and in what way, how the issues would be addressed, how the problems would be expressed, and what
the answers given would be like. Because this is truly a difficult field.

| particularly want to state this; as they say, “being caught between a rock and a hard place.” Until about
four months ago, | was on the side where you are, as a rector. The field of pharmaceduticals is an area
in which | personally have a special interest. When opening the Faculty of Pharmacy at Afyonkarahisar
Health Sciences University, | had made a promise to our President of the Council of Higher Education.
| made considerable efforts for the faculty to be opened. At first, | received a “No” response; they said,
“We already have many faculties of pharmacy, there is no need for a new one.” | insisted by saying, “I will
train pharmacists, and | will create a qualified workforce in this field.”

Everyone says similar things, but most of the time these do not find a response. Faculties are opened,
but many of our pharmacists cannot find sufficient employment opportunities in the field. We made a
promise, insisted, and eventually opened our faculty. My esteemed professor is also here; approval had
been obtained during his term, but permission had not been given for it to be opened. | had said, “l will
train pharmacists who can work in every field and take part in every stage of pharmaceutical production.”

When we looked at the field, we saw that people who had truly received pharmacy education were
not sufficiently involved in this area, or that they did not have the necessary knowledge on the subject.
For this reason, we acted with the understanding that “we must train pharmacists who know and can



implement the entire process, from R&D to production, from legislation to licensing, and even to patents.”
It was a difficult process, but we managed to open the Faculty of Pharmacy. By the grace of Allah, we
carried out truly valuable work at our university.

Currently, at Afyonkarahisar Health Sciences University, a research complex consisting of approximately
16 separate laboratories, including cell culture laboratories where academics can actively conduct
research, has been completed in a way that will serve preliminary pharmaceutical research and has
become ready for opening. Interior furnishing works were ongoing. | believe it is currently one of
Tirkiye’s most comprehensive and most advanced technology facilities, established in cooperation with
the Ministry of Industry and Technology with 50% grant support, including Bioequivalence / Bioavailability
and Bioanalysis Phase 1 Clinics and laboratories.

The TITCK team completed its inspections this week and gave the necessary approvals. If Allah permits,
the license will also be obtained next week and the facility will begin service. We also established a
pharmaceutical production facility within the university campus. At the very least, we wanted our students
to be able to see the production processes of some simple medicines. Thus, a student entering the
faculty of pharmacy will be able to participate in laboratory and R&D processes, observe Bioequivalence
/ Bioavailability analyses, and experience the production process.

Our aim was to train individuals who, when they graduate and enter the field, would be knowledgeable in
this area and able to contribute to the sector. Because the sector is open to equipped and experienced
people in this field. In this direction, we worked to create an education model that would contribute
to the field. | would like to state once again that what | have described belongs to the period before |
became Deputy Minister.

For this purpose, we submitted three pharmaceutical license applications. They were simple medicines;
our only aim was for our students to be able to see the production process. However, due to legislation
and bureaucratic processes, after three written and two verbal meetings, our right to obtain the license
expired and we had to restart the process. In the first correspondence, four questions were asked; we
answered them. In the second correspondence, five new questions came; we answered those as well.
In the third correspondence, between 34 and 39 new questions came, and we had to stop the process.
Frankly, | was surprised by this situation. Our aim was only for our students to be able to experience this
process in a university environment. We had even included licensing, patents, and international licensing
processes in our courses. Therefore, | know the difficulties experienced very closely. When | took office,
| also conveyed to our President that these processes needed to be reviewed and improved.

Of course, this field is mainly under the responsibility of our TITCK President, Mr. Suayip Birinci, but | am
also trying to contribute as much as | can. Most importantly, our Minister attaches great importance to
this issue. Including the meeting held recently with the Ministry of Treasury and Finance, he gave a clear
instruction in the direction of, “Citizens should not experience a shortage of medicines; they should be
able to access medicines. | do not want to see a news story in the press saying ‘medicines cannot be
found.” Whatever the obstacles are regarding this, we will take every facilitating step in light of scientific
data and in accordance with the law.”

Our Minister is ready to provide every kind of support to the sector, and therefore to the health of
citizens. In this context, improvement efforts have been initiated and will continue.

For this reason, | would like to emphasize once again: We are in the same boat; when it takes on water,
we all sink together. We will do our best for improvements in all processes such as pricing, sustainability,
R&D, production, and licensing. We may have mistakes, shortcomings, or things we know incorrectly;
however, when they are stated and when we are warned, we are always ready to correct them and do
what is right. Do not forget that we are together with you and that we stand by you.
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| truly love this sector; the fields of pharmaceuticals and biotechnology have always been special areas
of interest for me. During my time at the university, | supported all work in this field, including medicinal
aromatic plants. We carried out important projects on transforming traditional and complementary herbal
products and medicinal aromatic plants used in the field into medicines. We were one of the universities
in Turkiye providing the highest funding per research project. Our greatest advantage was that we were
focused only on the field of health. Therefore, we directed all the income we obtained and our Scientific
Research Projects resources largely to this field.

In this context, very valuable studies were carried out. During the pandemic, we were the only university
conducting a Phase 3 clinical trial on ivermectin. As the only university conducting pharmaceutical
research in Turkiye, this study attracted great interest worldwide and has now received more than 150
citations. This field is truly a passion for me, and | will continue to provide every contribution | can.

However, | would especially like to emphasize that there is very strong interest and support on this issue
not only from me, but also from my Minister Suayip, our institution president, and especially our Minister.
TITCK is carrying out important work in this direction, and the necessary instructions have also been
given. We, too, will continue to provide all the support we can in this process.

We also expect support from you. These processes are not always easy; changing legislation or
established habits can take time. However, | believe that we can overcome these difficulties by working
together.

| would also like to share a few thoughts that are in my heart here.

| believe we completed the European Union acquis on pharmaceuticals in 2017-2018. However, in the
period after this, instead of following the regulations of EMA, FDA, Saudi Arabia, Japan, or China, we
must now establish our own regulations. We should have a set of standards prepared together with our
own scientists, pharmacists, and academics, in accordance with the needs and conditions of our country.
Whether there are 10 rules or 100 rules does not matter; what matters is that these rules are determined
within a framework that is specific to us and national. We must leave behind the approach of “| did not
like it, let me look at the FDA,; if that does not work, let me look at the EMA.”

We must establish regulations that will meet the medicine needs of our own citizens. Of course,
manufacturers who want to sell medicines to countries such as Germany, China, Saudi Arabia, or Belgium
must prepare files in compliance with the regulations of those countries. However, for our own domestic
market, we must absolutely determine our own standards.

We need to nationalize in this regard. America has its own rules; we respect that. European Union
countries are subject to EMA; we have no objection to that either. A manufacturer who wants to sell
medicines there must of course comply with those rules. However, we are obliged to establish our own
regulations in order to meet the medicine needs of our own citizens.

As | conclude my remarks, | would like to express once again my intention, request, and wish on this
matter; | thank each and every one of you for your participation, and | also extend my special thanks to
the organization team for their invitation.
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