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Opening words

Two years after the launch of our first edition, Executive Forecast
returns to Germany with a second look at one of Europe’s most in-
fluential healthcare systems. This new edition captures how the lands-
cape has shifted in the face of political change, strategic reforms, and
global uncertainty.

Since our last report, Gcrmany has undcrgonc a significant politica]
transition. The “craffic light” coalition, an alliance of the Social De-
mocrats, the Greens, and the Free Democrats, coilapsed after three
years, foliowing proionged disputes over the national budget. Ezn'l_y
elections were held in February 2025, 1‘esu1ting in a win for the Chris-
tian Democratic Union and its Bavarian sister party, the Christian
Social Union. In a new coalition with the Social Democrats, and
with Friedrich Merz as chancellor, the new government is navigating
a critical moment for the country’s economy and public services,
including healthcare.

In the phai‘maccutical sector, there has been a signific:mt evolution.
When we last spoke to leaders in the field, there was widespread
CONCErn OVer cost-containment measures proposed in the Health Mi-
nistery's financial stabilization act. At the start of 2024, however, the
Pharma National Strategy was launched, marking a renewed effort to
strengthen Germany’s role in pharmaceutical research, development,
and m:mufécturing. The tirst concrete step, the Medical Research

EXECUTIVE FORECAST 222

Act, introduced a key change: pharmaceutical companies can now
kccp reimbursement prices confidential, hclping preserve competi-
tiveness and support long-term innovation.

Meanwhile, globa] supply chain disruptions and changing trade dy-
namics have pushed Europe toward greater independence. Germany
is at the center of this shift, wich a renewed focus on rcinforcing its
internal market and expanding strategic parterships. As the interna-
tional idl’ld@ulpc becomes more fmgmented Germany’s smbihw and
scientific strength continue to make it a critical anchor for healthcare
development in the region.

We're excited to return to the heart of Europe and explore why
Germany, despite globally growing challenges, remains a powerful
force in shaping the future of healthcare. This report brings together
the most important voices across the sector to deliver a clear message:
keeping health high on the agenda is nonrnegotiable.

“The health industry is a key pillar of stabilicy and growth. It is a major
driver of jobs, innovation, and resilience. In roduy world, national security
is no longer just about a'(_fcnse or energy. We need to have a stn ong, inno-
vative health industry capable of responding to future crises. Healthcare is
not only about treating patients — it is about building the foundation for
a stable and sovereign economy.” Rabea Knorr, Head Of Department
Healch Industry, BDI, Germany

Germany 2025: Innovation Forward | 4
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Chapter 1

Germany’s Evolving

Landscape

‘For Germany to reclaim this leadership, it hinges on several factors: fostering an environment conducive to foundational
research, encouraging innovation, and ensuring universities and institutions can develop new products without immediately

n‘ansférring [’]16777, abroad. T”lC hCCllEhC[H‘C sector ]1615 Z?GCO?HG a criricalfocus fOT [hC gov@rnmcnr. I sense a srrong commitment to

creating an environment that drives innovation and positions the healthcare sector as a growth area.” Dr. Stefan Koch, CEO,

Klosterfrau AG, Germany
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Changing Frameworks: A Turning Point for
Innovation and Market Confidence

“We need a clear plan to ensure sustainable healthcare financing, which also ties into the frameworks: what we
reward, protect, and how we fund innovation for the future. Tackling bureaucracy and complexity, and boosting
digitalization will help.” Alexandra Bishop, Country President, AstraZeneca, Germany

In cariy 2024, Germany took a major step forward in tcthinking its
approach to healthcare and pharmaccuticai dcvc]opmcnt. With the
rollout of the first phase of its Pharma National Strategy, the country
set out to reclaim its position as a giobai leader in life sciences by ma-
king it easier to innovate, invest, and collaborate in the health sector.

The Medical Research Act:
Strengthening Innovation &
Research Capacities

A central part of this effort is the Medical Research Act, which
introduced one of the most signiﬁcant updates to the country’s drug
pricing system in over a decade. Since 2011, Germany’s AMNOG
process — short for Arzneimitcelmarkeneuordnungsgesetz, or the Phar-
maceutical Market Restructuring Act — has required new medicines
to go through a benefit assessment and a pubiic price negotiation.
While this brought transparency and cost control, it also d1<couraged
some pharmaceutical companies from iwnchmg in Germany, fwring
the impact on global price benchmarks.

Now, for the first time, manufacturers can request that the final
negotiated reimbursement prices stay confidential for the duration
of the product’s data cxciusivity pctiod. In cxchangc, companies agree
to a rebate and must demonstrate that part of their research or de-
velopment is happening in Germany. This shift is designed to keep
innovation fiowing into the market while protecting commercial
interests and ensuring national value.

Another important change is the effort to attract more clinical
research back to Germany. If at least five percent of a drug’s clinical
trial participants are enro lled in Germany, manufacturers can benefit
from greater flexibility during price d1<cu sions. The strategy also
simplifies the clinical tiiai approval process. A new Federal Ethics
Committee and more centralized coordination have dramaticaiiy
reduced approval times, making it casier and faster to run studies
and bring therapies to patients.

Prof. Dr. Karl Broich, President, BfArM, elaborates on
) the industr y's response to the requirements set forth bv
the Medical Research Act: “BfArM has established a dedicated

¥ Department for Innovation Management. This a'epartment
houses an Innovation Ofﬁce that providcs guidancc and scicntiﬁc
advice on a Zow—request basis, serving as a clear incentive for academic
centers, small and medium-sized pharmaceutical companies, and lar, rger
pharmaceutical or ganizations. The department holds portfolio meetings to

| Germany 2025: Innovation Forward

idcntifj) upcoming innovative producrs, o)ffering guidance to support their
developmcnr: For promising innovations, eﬁorts are focuscd on overcoming
regulatory hurdles and ensuring compliance while also introducing stopping
rules for products unlikely to succeed”

“The pharma strategy process has been constructive, bringing fresh
ideas and valuable insights. Even in legislation, introducing the
Medizinforschungsgesetz (Medicine Research Act) is a positive step,”
sustains Dr. Elmar Kroth, Deputy General Manager, Phar-
ma Deutschland, Germany, and states, “the p/nzrmaccutica[
industry has enormous potential to grow and flourish with the
rig/it_fi'amcwor/c. With its 84 million pcoplc. abundant p/’iysicians,
pharmacists, and hospitals, Germany has the resources to excel.”

The Health Data Use Act:
Pushing Digitalization in the
Healch Ecosystem

Beyond pricing and rescarch, the strategy also looks to the future of
heaithcare thr ough dléltdil[dtlon The Health Data Use Act — known
in German as the ()esundhcnsdatennutzungsgcsetz or GDNG —
plzys a i{ey role in this transformation. The law aims to make health
data more accessible and usable for both public and private research,
while maintaining strong data protection standards. This includes
reorganizing the national data infrascructure through a genome se-
quencing model project and crearing a framework for a dedicated
data protection authority to support cross-border research projects.

“BfAYM has contributed to broader digital initiatives. Collaborating
with health reform efforts, it has worked on classification systems and
registries to support /iospital reforms. A major milestone is the establishment
of a terminology server, dc’velopcd in partnership with Gematik, as a
foundational element for Germany’s electronic patient record. Another
transformative project is the Health Data Lab. This initiative will integrate
data from 74 million individuals covered by statutory health insurance,
encompassing long-term and short-term data, hospital and ambulatory care
records, prescription dara, diagnoses, and disease progression. Over time,
this will be supplemcntcd with data from electronic health records, cancer
registries, and digital health applications. The latter alreaa'y has APIs _for
seamless integration, ensuring comprchensive and intcroperable data Prof.
Dr. Karl Broich, President, BfArM

Dr. Frank Wartenberg, President Central Europe, IQVIA,
observes: “Ger nany has made signif 1cant strides in 2023 and 2024
in terms of/lcalt/icarc digitization. A ﬁ'cr a 1i’ngt/iy pcriod. e-pres-




cription has been qﬁrccrivcly introduced. According to our data, the adoprion
of e-prescriptions has been mpid and very robust. One of the accomplis/ -
ments, in my opinion, is that three o_fthefbur prescriptions are now electro-
nic. The creation of the electronic health record, which is anriciparcd to be
implemented in 2025 onwards, is another accomplishment.”

Growing Regional Resilience:
Supply and Self—Suﬂiciency

Supply chain resilience is another major focus. Germany
is offering investment incentives for pharmaceutical pro-
duction facilities and grants to support long—term supply security.

“To build real resilience, we need production, or at least production

capacity here in Europe”, knows Rabea Knorr, Head of De-

partment Health Industry, BDI, Germany: “A big focus for us

is improving early warning systems and driving the digitalization

of supply chains to identify risks and shormges faster. At BDI, we

are part of a government-funded consortium working closely with

industry partners to explore how we can digitize supply chains from the

ground up. Once you have that digical infrascructure, it’s easier to track

shortages early, take preventive action, and even advance other goals like
CO, tracking.”

Germany’s Healthcare Industry Key Facts

495 §+4.5
bn %

Healthcare Annual Market
Growth (CAGR
2019-2023

Expenditure 2023
(in EUR)

Source: health-made-in-germany.com
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Leading one of Europe’s largest CDMOs, Jan Kengelbach,
CEO of Aenova Group, states: “COVID-19 reminded everyone
just how critical our industry is — and yet, Europe seill faces
persistent drug shortages, especially in generics. These aren’t just
due to supply chain issues in India or China; the bigger problem
is that many products, especially older generics like antibiotics,
have become commercially unsustainable. The key going forward is for
policymakc‘rs and investors to recognize that pharmaceurical mamtfacruring
is not just a cost buta strategic investment in Europe’s health security.”

Responding to the need beyond its own borders, Germany is acti-
Vely contributing to the development of anew EU Critical Medicines
Act, which sets out to ensure that essential drugs remain available
and that Europe is less dependent on external markets.

Looking back at the reforms Germany initiated during the past
year, it will now lie in the hands of the new elected chancellor and
his coalition to further push a broader shift in Germany’s approach
to healch policy. Rather than focusing solely on controlling COStS,
the government is now taking a more balanced view, one that secks
to support innovation, strengthen the country’s scientific ecosystem,
and prepare the system for future challenges. The industry is still
skeptica], but with a record number of new medicines launched in
2024, Germany is showing early signs that its strategy might be am-
bitious but is also effective.

159.4
bn

Healthcare Exports
(in EUR)

162.7
bn

Healthcare
Imports (in EUR)
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The Hospital Reform: A Decisive
Shift in Healthcare Delivery and Financing

In 2025, Germany’s ambitious hospital reform is officially entering into force, marking a major shift in how care
is delivered, financed, and structured across the country. While the reform aims to modernize the system and

improve efficiency, its rollout comes with caution.

Marc Schreiner, CEO of the Berlin Hospital Federation and
Chair of the Committee for EU and International Affairs at
the German Hospital Federation, welcomed the intent to
improve the system but warned about the starting point:
“This rcform needs signiﬁcant improvements. Beginning such a

long-term reform, expected to last at least 10~15 years, with flawed
legislation is concerning. Though slow to act, the federal health minister has a

legal basis to issue three key regulations, which must be jointly decided wich
the federal states. These regulations include expanding the transformation
fund, defining service groups for hospical planning, and setting minimum

operation thresholds for hospitals,” he said.

A key component of the reform is a fundamental change to hos-
pital financing. The reform reduces reliance on the Fallpauschale
or Diagnosis-Related Group (DRG) system from 100% of hospital
funding to 40%. The remaining 60% will now g0 toward supporting
essential services such as staff, emergency rooms, and medical in-
frastructure. The goal is to case the financial pressure on hospitals
to focus on high-volume procedures and instead fund what is truly
needed. “Hospitals support restructuring and streamlining,” says Schreiner;
“However, the funding issue needs to be well thought out to drive well-
managed transformation.

[n addition, the reform promotes greater hospital specialization
and the expansion of outrpatient care, particularly in rural Tegions.
Smaller facilities will be eneouraged to focus on specific procedures,
while rural clinics will be able to offer more specialist outpatient
services, potentially relieving strain on central hospitals and impro-
ving local access.

Financial reform, however, is only one part of the challenge. The
German healthcare system is already feeling the impact of a wides-
pread workforce shortage. In Berlin, only 85% of hospital beds are
currently usable due to a lack of personnel, a situation expected to
worsen. “A recent study found that Berlin will need an additional 10,000
full-time nurses by 2030,” Schreiner said, and pointed out that what
is even more worrying is that the shortage extends beyond nursing.
Many primary care positions remain unfilled, despite Berlin's sta-
tus as an attractive and growing city. “This issue will require a broader
restructuring of the healthcare system, likely well beyond 2025 or 2030.
As a nation, we must rethink our reliance on highly specialized care in
primary and hospital care settings. We need to take on a more integrated
approach that could redistribute Vesponsihilitics, espccially as younger
doctors increasingly prcfcr salaried, part-time roles without the ﬁnancial
risks of running private practices.”

| Germany 2025: Innovation Forward

Despite the controversy, the reform represents a major structural
pivot for the German healthcare system. As implementation con-
tinues, its success will depend on how effectively stakeholders can
navigate complexity, maintain access, and ensure that both financing
and planning remain aligned with the core mission of patient-cen-
tered care.

Mikko Vasama, Managing Dircector, Philips Healch Sys-
tems DACH, Germany, is optimistic and highlights the .
importance of a collaborative approach within the whole

health ecosystem: “We are here to help hospitals through our
innovation, enabling agility and kceping a patient—ﬁrst mindset.
Beyond that, we also facilitate knowledge sharing, not only within
Germany but across other markets. Coming from the Nordics, I often
receive questions about how similar reforms were implemented in Denmark
or Sweden. These discussions heZp hospitals navigate uncertainties by
Zearning from international experiences. Ultimatcly, navigating these
changes requires strong partnerships. Working closely with hospitals on
the principles of collaboration allows us to adapr to the evolving landscape
and develop solutions that provide the necessary flexibility on both sides”
For companies like Hologic, with a strong diagnostic portfolio, the
evolving landscape of the hospital reform is both a challenge and an
opportunity, particularly for specialties such as breast healch,
where timcly coordination across care levels is essential. “Ger-
many’s organized screening programs and designated breast cen-

ters play a key role,” Wouter Peperstraete, General Manager

DACH, shared, “
will link to local hospitals for chemotherapy and follow-up care to

‘but quutzons remain about how these centers

provide fast and accurate patient treatment.” Drawing on successful

cxamplcs from other countries, Hologic sees potcntial in more cen-
tralized breast centers connected to regional hospitals, ensuring care
continuity and local accessibility, a model that could inform Ger-
many’s next steps. Meanwhile, Peperstraete also highlighted concerns
around the irnplernentation speed and impact of reimbursement mo-
dels, especially hyl)rid DRGs, which group inpatient and outpatient
procedures under a single averaged reimbursement rate. While these
mechanisms aim to support efficiency and flexibility, they can pose
a dilemma. “This system creates a single reimbursement rate by averaging
costs, even though specialized interventions like ours are more expensive. This
could result in a choice where the best patient treatment is not always favo-
red comparca' to the »/inancial pro_[its. " Despite these concerns, Hologic
sees new pathways opening, including the ahility to enter proccdurc
areas such as polyp or myoma removal, where their high-tech solu-
tions can now be reconsidered under hybrid reimbursement terms.




Prof. Dr. Karl Broich

BfArM,

President

EF: How has the regulatory landscape evolved over the past two years, and
how have your priorities changed?

KB: In comparison, there is a stronger focus on digitalizarion. We are witnes-
sing a surge in digital health applications while discussions about digital care
applications are gaining traction pubiiciyi However, chaiienges persist, such as
drug and medicinal product shortages.

Akey concern remains accelerating the pace of innovation. How can we expe-
dite clinical trials in Germany? Additionally, how can we efiéctively imp]ement
the requirements outlined in the Medical Research Act? This legislation has
prompted closer collaboration with the Paul-Ehrlich-Institut. Significant chan-
ges are underway, and with the upcoming launch of the Digital Health Data Lab
this year, we anticipate a transformative impact on patient care in Germany.

EF: Could you elaborate on how you foster and promote innovation?

KB: In response to the requirements st forth by the Medical Research Act,
BfArM has established a dedicated Department for Innovation Management.
This department houses an Innovation Office that provides guidance and
scientific advice on a iow—request basis, serving as a clear incentive for acade-
mic centers, small and medium-sized pharmaceutical companies, and larger
pharmaceutical organizations. The department holds portfolio meetings to
identify upcoming innovative products, offering guidance to support their
development. For promising innovations, efforts are focused on overcoming
regulatory hurdles and ensuring compliance while also introducing stopping
rules for products unlikely to succeed.

Looking ahead, this department will play a central role in managing the Special
Ethics Committee, which is another key component of the Medical Research
Act. This committec is designed to oversee and enhance specialized, innovative
clinical erials, such as those conducted during pandemics, platform trials, first-
in-human trials, or advanced therapy medicinal products (ATMPs).

Germany has historically been slower in initiating clinical trial recruitment
than other countries. To address this, the BFArM has, amongst others, stren-
gthened its Department for Clinical Trials and Governance, fostering closer
collaboration with institutions like the Paul-Ehrlich Institute. Steps include
harmonizing websites, centralizing requests from industry and stakeholders,
and especially creating a single entry point on the BFArM website for appli-
cations, including scientific advice. This streamlined process allows for faster
processing on all sides, fascer decision—rnaking, and better coordination among
departments.

Additionally, BfArM has established a Division for Regulatory I'T and a Coor-
dination Oftice. This division is focused on leveraging digital tools and Al to
enhance marketing authorizations, clinical trials, and scientific advice. Efforts
include developing common IT solutions in collaboration with the Paul-Ehr-
lich-Institut and ensuring alignment with the European Medicines Agency’s
systems.

To reduce bureaucracy, BfArM has prioritized essential regulatory requests and
moved away from redundant or outdated requirements. Emphasis is placed on
rethinking digital cransformation from the ground up, avoiding merely repli-
cating anaiog processes in digitai formats. EF: Could you elaborate on the role

BfArM plays in shaping Germany’s e-health infrastructure?

‘ ‘ Germany has been a pioneer in integrating
digital healthcare applications into its system, star-
ting with the fast-track procedure for approval, fo-
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llowed bv the abilit\’ to prcecribc and reimburse
these appliczitlons C urrcntlv 58 Cllgltdi health : apph—

cations are listed on the BiArM website. Most of
these focus on pwchiutric indications, as cognitive
behavioral thcmpv 1pproachu are rdatwdv str “i-»h’

tforward to translate into digital formats. ’ ’

BfArM remains committed to advancing digital health applications and en-
suring they have a defined role in the healthcare system. However, digital care
applications face greater hurdles. Many applicants report that the current fi-
nancial model, is not viable. BfArM is actively engaging with policymakers
and the ministry to address these barriers and create a more attractive system
for future applications.

In parallel, BfArM has contributed to broader digital initiatives. Collaborating
with health reform efforts, it has worked on classification systems and regis-
tries to support hospital reforms. A major milestone is the establishment of a
terminology server, developed in partnership with Gematik, as a foundatio-
nal element for Germany’s electronic patient record. This record was recently
launched as a pilot in three regions and represents a significant step forward
in digital health infrastructure.

Another transformative project is the Health Data Lab. This initiative will in-
tegrate data from 74 million individuals covered by statutory health insurance,
encompassing long-term and short-term data, hospital and ambulatory care
records, prescription data, diagnoses, and disease progression. Over time, this
will be supplemented with data from electronic health records, cancer regis-
tries, and digital healch applications. The latter already have APIs for seamless
integration, ensuring comprehensive and interoperabie daca.

This vast repository of health data holds immense potential for medical research
and innovation, aligning with the vision of the European Health Data Space.
Gerrnany has activeiy participated in piiot phases to shape this initiative, en-
suring its data are ready to be utilized within the European framework. The
recent endorsement of this approach by the Council represents a significant
step forward in leveraging health data for improved care and innovation across
Europe.

EF: Reflecting on your time leading BfArM, what accomplishments are you
most proud of as President? What are your aspirations for the future?

KB: I am truly excited to continue following the developments and strengthe-
ning our role as a trusted and open-minded partner in healthcare innovation.
My focus has been on fostering European collaborations with organizations like
EMA and the European Commission, co-chairing initiatives such as Darwin
EU. Looking ahead, a key area of focus will be our new Network Data Steering
Committee, where we will discuss the use of Al applications for regulatory
purposes.

One of my priorities is exploring how we can leverage large language models in
regulatory science to improve process management and introduce automation.
I am confident that in the next 5 to 10 years, our healthcare system will be
entirely data-driven, which presents exciting opportunities. I am a neurologist
and psychiatrist by training, and [ am especiaily ]ooking forward to the progress
in treating Alzheimer’s discase and other CNS indications like schizophrenia.

Germany 2025: Innovation Forward | 10
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Dr. Elmar Kroth

Pharma Deutschland
Deputy General Manager

EF: Could you give us a brief overview of your top priorities, how you identify
them, and how you plan to tackle them?

EK: Our focus is promoting self-care and empowering patients to take chm‘ge
of their health. Self-care is vital to any modern healthcare system because it
gives patients more control and autonomy over their well- bemg To support
this, we need a more flexible framework. In Germany, the rules for self-care,
especially for products to switch from prescription-only to pharmacy-only,
are very rigid and have remained unchanged for 45 years. Such products are
essential for keeping the market dynamic, but the current system limits their
potential. Modernizing this framework is a key priority for us.

With the transition from BAH to Pharma Deutschland, we're embracing a
broader role to represent the entire pharmaceutical market in Germany This
includes everything from OTC products and homeopathies to highly innova-
tive medicines like ATMPs. However, the AMNOG system for eari} benefit
assessments, which determines innovation prices, needs improvement. To su-
pport new advancements and maintain Germ"my’s competitive edge in Europe,
Germany must adopt the AMNOG system. Rather than a complete overhaul,
it’s about gradually evolving the system to align with current and future needs.

The third priority concerns addressing shortages in the job and other European
markets. We need solutions to avoid these shortages and secure robust supply
chains. We have faced challenges like other European countries, which makes
improving our pharrnaceutical supply rhroughout Germany a priority. To
tackle this, we're exploring flexible procurement strategies and market-based
solutions. Market-based approaches are important because government inter-
vention is not the answer. Instead, we propose promoting essential medicines
within Europe, supported by incentives. Pricing shouldn't be the only factor;
we must also consider production location as a second important criterion.

Our fourth priority is adapting the Urban Wastewater Treatment Directive
(UWWTD), which will place a massive financial burden on the pharmaceutical
industry. In Germany, the cost of upgrading wastewater facilities to reduce
niicro—poilution exceeds €2 billion annuaiiy, equivalent to the entire generic
pharmaceutical markets value. This hits generic producers the hardest since
older substances are often more eco-toxic than newer biotechnology products.
If chis directive is enforced in its current form, it could severely impact the
generic market.

We need creative strategies for safer water that don’t place such a heavy burden
on just two industries: pharmaceuticais and cosmetics. Many sectors like the
chemical, agriculture, traffic, and energy sectors also contribute to micro-pollu-
tion, but they are not held accountable. It makes the imbalance unfair and poses
arisk that it could distupt supply chains and markets. Therefore, addressing this
unfairness and finding a balanced approach to avoid further shortages is crucial.
EF: How do you assess the impact of the national pharmaceutical strategy?

EK: The pharmaceutical industry is one of the most thriving sectors in Ger-
many, especialiy compared to the chalienges the automotive industry has faced
in recent years. While the automotive sector excelled in traditional manufac-
turing, it has struggled o adapt to the shift toward e—mobiiity. Converseiy, the

pharmaceutical industry has been growing because of the strong ecosystem of

global players, mid-sized companies, and innovative rescarch-based organiza-
tions and the support they bring. Healthcare overall is Germany’s largest indus-
try, encompassing hospitals, physicians, pharmacists, nursing homes, and other
service providers. It’s a growing sector with increasing income and demand.
However, like other industries, we face rising energy costs, price increases, and
workforce shortages. We need more skilled specialists, including talent from
outside the country, to address this.
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We're pleased to be part of discussions with the government to address these
issues. The pharma strategy process has been constructive, bringing fresh ideas
and valuable insights. Even in legislation, introducing the Medizinforschungs-
gesetz (Medicine Research Act) is a positive step. While it's just the beginning,
it lays the groundwork for further progress.

EF: Could you give us more details on how Pharma Deutschland promotes a
real preventative approach?

EK: On the political side, we're advocating for improvements to the regulatory
framework for product switches. The process is overly complex, time-consu-
ming, and often unpredictabie, making it chalienging to achieve proﬁtable
outcomes. Streamlining this process is one of our key recommendations to
policymakers. We're also strong supporters of local pharmacies and often run
campaigns to highlight their role as trusted points of contact where patients
can receive advice and access safe products.

EF: Are there any specific collaborations from the association or the members
with success stories of how Germany thrives in this sector?

EK: One exampie we're proud of is the green prescription initiative. [t addres-
ses the gap where physicians recommend OTC products but cannot preseri-
be them formally. Patients often forget these recommendations, so the green
prescription bridges the gap. It looks like a standard prescription, like a red
prescription for prescribed medicines, but is used for OTC productsi About
90% of patients with a green prescription present it at the pharmacy and pur-
chase the recommended product aiongside their red prescription. Thisis a great
example of the collaboration between industry, pharmacies, and physicians. Tt
highiights how partnerships among all three stakeholders can create meaningﬁi]
solutions that benefit everyone.

EF: Is there any final message, recommendation, or reflection on your work
you would like to share with our readers?

‘ ‘ The most important thing is mminding po-
liticians that the pharmdccutic al mdustrv is a i\L\'
part of Germany’s economy and innovation. With
its 84 million people, abundant ph\ sicians, plur—

macists, and hospit‘lls sermany has the resources

to excel. ’ ’

However, clinical trials and other areas have been declining in recent years. To
reverse this, politicians must prioritize the health sector, not just financially
but holisticailyi

Currentiy, 70-80% of active pharmaceuticai ingredients (APIs) are produced
in India and China, making us heavily dependent on Asia. In order to achieve
this, our primary goai is to maintain existing production facilities in Germany.
Therefore, the financial framework and, ultimately, drug prices must be impro-
ved. If this is successful, options for reiocating production facilities to Gerrnany
and Europe can be considered. Lastly, both innovative and generic industries
are essential. It’s not about choosing one over the other; they compiernent each
other. We need policies that enable both to thrive because both are critical to
the pharmaceutical ccosystem.



Marc Schreiner

Berlin Hospital Federation & German Hospital Federation
Chief Executive Officer, Berlin Hospital Federation and

Chair of the Committee, EU/International Affairs, German Hospital Federation

EF: Could you give us your reaction to the hospital reform and how will it
affect the health ecosystem?

MS: The Council of Federal States (Bundesrat) approved the reform, which will
now be puhlished by the federal president, tal{ing effect in 2025. It is Widely
acknowledged that this reform is poorly designed and needs significant im-
provements. Beginning such a long—term reform expected to last at least 10-15
years with flawed legislation is concerning. Politicians should have recognized
their responsil)ility carlier, but they didn’t. Now, ministerial decisions are nee-
ded to address gaps. Though slow to act, the federal health minister has a legal
basis to issue three l(ey regulations, which must be jointly decided with the
federal states. These regulations include expanding the transformation fund,
defining service groups for hospital planning, and setting minimum operation

thresholds for hospitals.

The health minister announced that the first regulation regarding the €50 bi-
llion transformation fund was ready for co-decision. Starting in 2026, the fund
aims to invest €5 billion a year, with the costs split equally between the fede-
ral government and the states; however, disagreements over where the money
should come from created tension within the coalition. The finance minister
refused to use federal funds, so the health minister decided to pull money from
health insurance reserves instead. This decision has sparked controversy, as it
uses money meant for insured individuals, and this will likely end up in court.

The reform introduces new hospital planning methods using service groups.
North Rhine—\X/estphalia has already piloted this model, using 60 service groups
for its hospital plans. The latest reform mandates adding five more service
groups to the existing 60. This mandate creates uncertainty about how the new
service groups can fit into the existing ones.

Despite its shortcomings, the reform offers a starting point for change. Hospi-
tals support restructuring and streamlining. However, their higgest drive and
priority is that the reform needs to be more organized and well-thought-out.
The funding issue needs to be well thought out to drive well-managed transfor-
mation. Instead, the current structure could lead hospitals toward bankruptcy,
leading to unplanned closures. The process needs to be guided by clear and
sustainable strategies to improve truly healthcare.

EF: How have you identified the lack of healthcare personnel going into the
next fifteen years, and what are you doing about it as the federation to ad-
dress it?

MS: We already feel the strain of understaffing in Berlin’s healchcare system.
For instance, only 85% of hospital beds are usable due to a shortage of health
workers, a problem expected to worsen. A recent study commissioned for 2030
found that Berlin will require an additional 10,000 full-time nurses to support
its expanding and aging population. In response, we launched a campaign in
2020, complete with a dedicated website to address this challenge. We're ex-
ploring all options to boost nursing capacity, from improving education and
working conditions to integrating foreign nurses and creating more recognition
for the profession. We're also encouraging former nurses to return to work and
even helping healthcare workers find affordable housing, which is becoming
increasingly scarce in Berlin.

‘ ‘ As a nation, we must rethink our reliance on
highly speciulized care in primary and hospital care
settings. We need to take on amore intcgratcd approach

that could redistribute responsibilities. ’ ’
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Especially as younger doctors increasingly prefer salaried, part-time roles wi-
thout the financial risks of running private practices.

Another challenge lies in educating the public. People need better health li-
teracy—not just to maintain their health and avoid risks but also to navigate
the healthcare system effectively. Too many patients visit expensive hospital
emergency facilities for issues that could have been managed more al’inordably
in primary care. We can promote telemedicine and primary care hotlines for
simpler needs instead of patients heading straight o specialized care. It’s not
just about reforming institutions but also about empowering people to use the
system more cfficiently. This will save money and ensure resources are available
when truly needed.

EF: How are you investing in new devices and processes to enhance the digi-
talization of hospitals, and how can you ensure this technological investment
is sustainable?

MS: Hospitals showed great effort and adapted to new systems with forms and
decision-making processes when applying for a 4,3 billion Euro “future fund.”
This fund had been set up in order to lift Germany’s hospitals to the next level
of digitalization maturity. But we faced challenges. Burcaucracy worked as ex-
peeted, but delays and quality issues emerged once 1,700 eligible hospitals began
ordering the same products and services from a limited number of providers. As
aresult, hospitals didn’t receive what they initially expected. To deal with this,
we've extended the deadline by a year, including holding off on penalties for
hospitals that couldn’t meet the requirements on time. Despite these ehallenges,
the investment did lead to significant progress. We've seen a real digital boost
in hospitals backed by research, but making this progress sustainable is tricl{y.

Keeping hospitals at this higher digital level is a costly undertal(ingi There are

constant costs for renewing licenses, updating hardware and software, and rein-

vesting in systems. None of this is curtently built into the way hospital funding
Y~ o ~ . . .

works. The federal states responsible for hospital investment funding struggle

to cover basics like huildings and equipment. Adding digital infrastructure and

personnel to their plate is a whole new challenge.

Then, there’s the issue of ﬁnding the right people to handle these inereasingly
complex digital systems. Hospital IT is unlike any other IT; it has to integra-
te eveiything from medical devices to doctors and nurses, and it’s ineredibly
specialized. This requires highly specialized IT staff, but hospitals face tough
competition from other industries that offer becter pay. We've started workin,

with universities to develop specialized study programs to tackle this. The idea
is to train the I'T professionals we need to manage and grow these systems. If
we want this investment to last, we must keep building the right infrastructure
and bringing in the right people. It will take a lot of effort, bur it’s the only way
to make this work long-term. We have to start immediately with the training,

EF: From many of your members from the federation, are there any key success
stories you would like to share?

MS: Regarding digitalization, we're incredibly proud of our progress with some
of our largest public hospitals. Charit¢ University Hospital Berlin and Vivan-
tes, Germany’s largest community hospital, teamed up to develop a platform
for electronic patient records. With this system, doctors at one hospital can
securely access a patient’s medical history from another—provided the patient
consents. It makes sharing important information from past hospital visits
across different facilities much easier. Beyond these two major hospitals, we
worked closely with the Berlin Hospital Federation to bring many other hos-
pital operators on board. Today, the platform covers nearly 85% of all hospital
beds in the city. It’s a great example of how sharing knowledge and resources
can improve patient care.
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Chapter 2

Industry Opportunities

“Investing in Germany would be prudent given our capacity for both organic and acquisition growth, particularly in light of
our strategic decisions and expansion into the Zarger healthcare system. The market is bccoming more and more attractive, the
population is increasing, and the environment is favombla It appcals to the lifc sciences sector. The healthcare system is at a
turning point in terms of digitization and needs to increase productivity. Thus, the opportunities are numerous.“ Dr. Frank

Wartenberg, President of Central Europe, IQVIA



ZZ—= EXECUTIVE FORECAST

The Land of Ideas: Bringing Innovation Back Home

Amid growing global uncertainty, businesses are looking for stable, innovation-friendly environments for re-
search, development and production. Germany stands out with its strong industrial base, skilled workforce, and
increasing openness to dlgltd] health solutions. As the population continues to age and healthcare needs evolve,
new opportunities are emerging, not just in pharmaceuticals, but across the wider healthcare system. The shift
toward digital services, now increasingly recognized and reimbursed by insurers, is opening new market segments

and driving innovation across the country.

“Germany is levemging its well-established ecosystem to drive collaboration
and innovation; second, it is creating conditions fbr new playcrs to enter and
thrive, further strengthening the resilience and future competitiveness

of the healthcare and pharmaceutical sectors,” knows Achim Har-
tig, Managing Director of GTAI and Chair at the OECD
IPA Network, aware of how Germany has reinforced its role
as a 1cading destination for healthcare and pharmaceutical
investment, and elaborates: “We are focused on building long—tcrm
resilience in both the pharmaceutical and healthcare sectors. Germany
can support complex, high-level innovation through local networks and
partnerships. At the same time, the country is making it easier for venture
capiml to enter the market, opening up new pathways for startups to grow.
Supporting them helps in]'ectfresh innovation into existing value chains and
gives rise to future market leaders.”

Organizations like BioM Biotech Cluster Development GmbH are
actlvelv focusmg on duvmg Germanv s resilience and leadershlp in
innovation from within: “Our goal has alwa)m been to drive continuous
innovation and successfully translate research into sustainable products,
creating a long-term, self-sustaining market. Rather than relying solely on
external innovation or waiting for others to acquire our advancements,

we aim to build upon our strong foundation of excellent science and

research. It is essential that we take discoveries from the bench to
the market, ensuring their full potential is realized,” Cxplains the

Managing Director, Prof. Dr. Ralf Huss.

Meanwhile, Germany's forward-looking framework is attrac-
tive for external players as well. In the past years, global companies
have announced major expansions, with investments ranging from
hundreds of millions to over two billion curos. These commitments
reflect not only confidence in Germany’s pharmaceutical sector but
also the broader strength of its healthcare landscape.

“Germany is the beating heart of Europe, and we are here to hel hospiml
provide better care for more people through meaningful innovation.
koIt has excellent research facilities, world-class hospitals, and a
reputation for delivering precision innovation. Therefore, I can
not emphasize the size and significance of the German healthcare
market.” Mikko Vasama, Managing Director, Philips Health

Systems DACH, Germany
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Biotechnology Clusters ("BioRegions") and their

Headquarters in Germany
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any, we provide a valuable
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A Gain at All Levels

Medical innovations are more than just incremental progress - they are a long-term investment in health, science,
and the economy. As a leading research company, we drive new therapies that sustainably improve patient care.
However, research requires predictability and reliability. Therefore, we advocate for stable framework conditions.
For medical innovations that have a long-lasting impact. For a healthcare system that benefits everyone.

DE-80225/03-25

#WhatScienceCanDo AstraZeneca &
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A Safe Bet: Growth Made in Germany

Germany continues to attract long-term investments from global pharmaceutical and life sciences companies,
thanks to its strategic position, strong healthcare infrastructure, and commitment to innovation.

Many pla_yers have deepened their local roots, expanding both their
operationa] and research capacities. One notable example is CSL Be-
hring, which has grown from a local success story into a global force
while maintaining its strong connection to Germany. “CSL has inves-
ted more than €600 million in the .s‘\larburg site in recent years, inc]uding a
state-of-the-art base fractionation and one of its largest R&D centers in the
world, located in the heart of Germany. Additionally, we operate 17 plasma
collection centers across the country, ensuring we maintain a strong and
indcpcna’cm sz,zpply chain, reducing reliance on plasma collected in the U.S.,

especial]y given g]olva[ uncertainties like elections and poli(y (‘/zanges.
Gcrmany is one ofour most important markets, not just ﬁ))‘ business
growth but also for research and manufacturing. The country has a
SLrong ecosystem ﬁn‘ the plasma indusn)', and we want to ensure it
remains attractioe in r/n’ﬁmu‘e. ” Christian Wieszner, Managing
Director and Vice President DACH Cluster.

Germany’s strength is not only in its domestic c:lpabili—
ties but also in its broader role within Europe’s innovation
ecosystem. Achim Harting from GTAI emphasizes this
broader context, stating, “Gcrmany is deeply embedded in a
network of international supply chains and R&D collaborations
across Europe. Rather than viewing Germany in isolation, it makes
more sense to see it as a central hub within a wider European framework.”

POWERING HEALTHCARE
WITH CONNECTED INTELLIGENCE

At IQVIA, we're committed to leading life sciences and
healthcare forward with our concept of Connected Intelli-
gence™. We provide clinical research services, commercial
insights, and healthcare intelligence for all players in the
healch systems. Our solutions leverage high—quality health
data, our unique Healthcare—grade AI™ advanced analytics,
and cutting-edge technologies to deliver actionable insights
and transformative services.

A team of over 88,000 professionals across more than 100
countries harness the expertise in healthcare, life sciences,
data science, and technology to speed up medical treatments
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Chances for Newcomers

'IhiS CCTIU"ZL]iEy has QEET&CECd new entrants ﬁ'om across t]’lC

continent, including, for example, major players from Italy.
IBSA has recently made Germany a cornerstone of its Eu-
ropean strategy. As Gerrnany’s General Manager, Marion
Bock puts it, “To bea rmly European and global company, having
a direct presence in Germany is non—negotiable. If you want to be a
major player in Europe, you must invest in Germany. While the return on
investment may not match that of rapidly growing markets, investing in
Germany builds a strong reputation and establishes a solid foundation for
Zong—term business success. We offer a complete porrfolio in reproductivc
medicine, covering every phase of treatment.”

Angelini Pharma shares this view and has made Germany
a pillar of its long-term vision. Johannes Inama, General
Manager for the company in Germany, explains, ‘A European
growth strategy would be incomplete withour Germany, given its

position as the lm'gesr economy and country in Europe. 1 his recogni-
tion led to the establishment of(/w German q/ﬁ[ia[c n 2020. Germany is
destined to become a core pillar of Angelini Pharma’s international success.
Our approach ﬁ)cuses on maintaining and growing the strong consumer
health pillar, primarily around the key brands. At the same time, we are
committed to accelem[ing the developn'zem and growrh o_fbur epilepsy the-
rapy, which is still in the early stages Qf‘ill\‘ llifegi(‘le. 1 bgcr/ler, these priorities
ensure a balanced and sustainable strategy ﬁ)r the success nf'ou r operations
in Germany.”

=|QVIA

for all. We are driven to create better Ppatient outcomes and
want patients to live a longer and healthier life.

"We aim to keep the health system fit for the future. We
want healthcare to be affordable and sustainable while still
delivering state-of-the-art quality patient results
by connecting information from multiple
sources within IQVIA’s unique domain
expertise,” states Dr. Frank Wartenberg,
President of IQVIA Central Europe. IQVIA’s
vision inspires our commitment to inteﬂigent
connections in all aspects of healthcare to ensure that the
right treatments reach patients faster and more effectively.




Longstanding Commitment

Legacy players already well established in the country are
also ramping up their investments. Roche, looks back on a
127 year history in Germany and yet, continues to expand
significantly German CEO, Dr. Daniel Steiners reflects on
this commitment: “Roche’s investment volume in expanding our
production, research, and administrative facilities in Germany has
totaled over 3 billion euros in the past ﬁvc years, and the ﬁiture will lar-
gely depend on continued support from the German government to improve
the policy frameworks. With ongoing investment, Roche is poised to further
expand its footprint in Germany, contributing to the country’s growth as a
hub for the pharmaccutical industry.”

Nonetheless, Germany's appeal also reaches beyond the borders
of Europe. AstraZeneca, originally from Oxford but now a
global leader in R&D, continues to prioritize the German
- market. As German Country President Alexandra Bishop
explains, “What Germany brings to the table is significant: a hi-
ghly skilled workforce, as well as some of the top healthcare institu-

tions, academic hospitals, and researchers, offering a very high level of
expertise. We are currently one of the leading companies in clinical research
in Germany. We want to do even more. There is a clear opportunity to not
just attract investments in this area but to ensure Germany stays at the

forefi'ont of innovation and research.”

This deep commitment is shared by Teva Pharmaceuticals which
transformed its footprint in Europe through a strategic acquisition
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in Germany. Andreas Burkhardt, SVP General Manager,
Teva Pharmaceuticals, Germany & Chair at ProGenerika,
Germany, recounts: “Germany’s importance grew significantly
with Tevas acquisition of Ratiopharm. The acquisition elevated

Teva’s position in Germany from 15th or 2oth place to 1st or 2nd,
underscoring the strategic value of the German market. Addicionally, Teva
has established complex production capabilities in Germany, particularly
in Ulm. Germany has one of the highest generic conversion rates, with 80%
of medications bcing generics. However, the country increasingly dcpcnds
on Indian and Chinese suppliers. While there is nothing inherently wrong
with these suppliers, an overreliance creates vulnerabilities. Our goal is to
secure a stable supply chain for patients while supporting the broader in-
dustry. Ensuring patients have reliable access to medication is a duty we
take very seriously.”

From global manufacturers to fast-growing innovators, the message is
clear: Germany offers a reliable foundation for companies committed
to long-term investment, research excellence, and collaborative inno-
vation. The momentum in the market reflects not only its past achie-
vements but also a strong belief in the future of German healthcare.

“Despite all of our issues as a country with a highly complex administra-
tion, we still have a strong and unique foundation. Germany is one of the
biggcst pharmaceutical markets in the world that is still wcll—fun—
ded, and medical innovations are rapidly available for the masses
of patients compared to other states within the EU and beyond.”
Dr. Frank Wartenberg, President, Central Europe, IQVIA

THE MEDICAL BIOTECHNOLOGY INDUSTRY IN NUMBERS

Source: health-made-in-germany.com

=
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Rabea Knorr

BDI
Head Of Department Health Industry, Germany

EF: How are the current developments in Germany shaping BDI’s priori-
ties? Where do you see both challenges and opportunities, particularly for
the healthcare sector?

RK: My team focuses specifically on the healthcare industry. We look at
innovation strategies, production plans, and key challenges — especially
digitalization, an area where Germany, including its healthcare system, sti-
1 Tags behind. The government’s vision for the future of healthcare and
how our industry can contribute to it, are therefore central themes for us.
But healthcare is just one part of a broader conversation. Across all sectors, one
of the biggest priorities is improving Germany’s competitiveness. In today’s
geopolitical environment, both Germany and Europe must strengthen their
position by using the tools available: cutting bureaucracy, reducing regulatory
hurdles to foster innovation, lowering taxes, and tackling high energy costs.
These fundamentals will be critical to maintaining our industrial screngch
moving forward.

EF: How does BDI activc]y influence healthcare policy? What is your strategy
for advocating industrial interests within this new framework, particularly for
the healthcare sector?

RK: At BDI, our core strategy is to position the health industry as an integral
part of economic and industrial policy. Our role is to connect “the dots across
pharma, medical devices, biotech, health IT, and the broader health ecosystem
—and bring that perspective to economic policymakers, not just those focused
on healthcare. Our message is clear: the health industry is a key pillar of seability
and growth. It is a major driver of jobs, innovation, and resilience. In today's
world, national security is no longer just about defense or energy. We need to
have a strong, innovative health industry capable of responding to furture crises.

‘ ‘ He llthC are is not onl\ ll)()th tre 1tmz_, p‘ltantS

it is about bui]ding the found‘uion for

99

EF: What do you see as the critical steps Germany needs to take to become
more self-sufficient?

a stable and
sovereign economy.

RK: To build real resilience, we need production — or at least production
capacity — here in Europe. That is the starting point. However, it is not
just about manuﬁrcturing itself: supply chain resilience is equally impor-
tant. And that means creating the right incentives to make both happen.
A big focus for us is improving early warning systems and driving the digi—
talization of supply chains to identify risks and shortages faster. At BDI, we
are part of a government-funded consortium working closely with industry
partners to explore how we can digitize supply chains from the ground up.
Once you have that digital infrastructure, it's casier to track shortages car-
ly, take preventive action, and even advance other goals like CO, tracking.
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We are also looking at best practices from other industries. For instance, the
automotive sector built a data space years ago to monitor container shipments.
Inspired by that, we are now adapting the model for healthcare through our
“HealcthTrack-X” project — creating a dedicated data space to track and secure
medical suppiy chains.

EF: What will it take for Germany to reclaim its reputation as a nation of
thinkers and innovators? How do associations like BDI he]p encourage that
shift back to innovation?

RK: At BDI, innovation is a strong point across many sectors, including health.
While Al breakthroughs — especially large language models — are often linked
to the US and China, Germany remains competitive when it comes to applying
Al 'in production and manufacturing. This leadership is bolstered by our highly
qualified workforce and the collaborative environment fostered by institutions
like university hospitals, which are significant factors attracting health industry
investments to Germany.

Nonetheless, burcaucracy, taxation, and energy costs can impede innovation.
We need structural reforms to free up companies, especially smaller ones, so
they can focus more on innovation rather than red tape. Another hurdle is
funding for startups and scale-ups. Germany needs more venture capital to help
innovative projects grow. The Health Data Utilization Act (GDNG), enacted
in early 2024, aims to improve access to health data for research purposes. This
law enables the industry to use health data to boost research and innovation.
However, the data still needs to be better connected and more reliable, meaning
structured and of high qualiry. The Act is a solid first step, but more work is
required to build a strong, integrated health daca system.

EF: If you look back at your career trajectory, what is one of your proudest
moments? And what is a personal achievement you still look forward to?

RK: One of our biggest successes over the past two years has been laying the
groundwork for a health mdu sery data space called “sphin-X". We've worked
hard to shift mindsets in the sector, helping companies understand that true
digitai transformation cannot h;\ppen in isolation.

Sphin—X is bringing together over 20 companies committed to acce]erating
this collaborative approach. Germany needs a unified health data ecosystem
to boost research and innovation, and Lombmmg projects like sphm—X with
other lighthouse projects would make it easier for the industry to access and
use data. This, in turn, would strengthen Germany’s position in healch R&D,
since access to health data is one of the key factors when deciding on where to
locate R&D. High-quality data is essential for progress, and using standards
like FHIR ensures smooth integration across placforms.

Looking back at the digital legixl‘ltion introduced two years ago, there was
considerable debate among companies about how posmvely we should respond.
Giving industry access to health data was a big step, but putting it into practice
remains challenging. Connecting the data and ensuring its qualicy will take
time. Still, it’s a crucial step in the right direction and could help draw more
Al research and investment to Germany.



Achim Hartig

GTAI & OECD IPA Network

Managing Director, GTAI & Chair, OECD IPA Network, Germany

EF: What are your current priorities in 20257

AH: We are managing substantial FDI from a variety of industries, looking at
the healthcare and pharmaceutical SCCLOTS. Significant investments in Germany
have continued. Major investments include a €2.3 billion investment by Lilly
and €1 billion bv Daiichi Sankyo, along with additional rounds of €600 million

by Roche, €150 “million by AbbVie, and €13 billion by Sanofi.

Although these figures pertain specifically to pharmaceuticals, the overall heal-
theare sector is even larger, and digital healchcare services are emerging as a
rapidly expanding field. The stable growth experienced over the past two years
is driven in part by increasing global uncertainty. This uncertainty prompts
companies to diversify their supply chains and seck secure regions for pro-
duction and research and development, with Europe—and Germany, in par-
ticular—standing out as a hub of excellence with robust industry ecosystems.

Moreover, shifting dernographics in Europe, offer opportunities for healthcare
and pharmaceutical service providers. As populations age and healthcare needs
evolve, these sectors are poised to grow. Changes in the regulatory environ-
ment have also played a role; regulators have slowly embraced digital services,
opening up new segments where such services can be prescribed by doctors
and reimbursed by health insurers. These factors collectively have created new
markets and spurred innovation in Germany.

EF: How can Germany capitalize on geopolitical shifts as EU policymakers
push for more strategic autonomy?

AH: The pandemic clearly highlighted the risk ofrelying on just a handful of
supply chains or vendors. Germany, in response, has been actively working to
strengthen its national and broader European ccosystems. [t is difficult to draw
a sharp line between the two since Germany is deeply embedded in a network
of international supply chains and R&D collaborations across Europe. Rather
than viewing Germany in isolation, it makes more sense to sec it as a central
hub within a wider European framework.

We recognized the urgent need for greater autonomy, and we began to build
that capacity in real time. Take the example of BioNTech and Pfizer. Beyond
developing a successful vaccine, BioNTech established over 1,200 contracts with
local partners within Germany to support its production and delivery. That
level of coordination reflects the strength and potential of Germany’s inno-
vation ecosystem in pharmaceutical manufacturing. We are really focused on
building long—term resilience in both the pharmaceutical and healthcare sectors.

At the same time, Germany is making it easier for venture capital to enter
the market, opening up new pathways for startups to grow. Many of these
startups are not yet profitable but are developing cutting-edge solutions that
could reshape the industry. Supporting them helps inject fresh innovation into
existing value chains and gives rise to future market leaders.

There are two key dimensions here: first, Germany is leveraging its well-esta-
blished ecosystem to drive collaboration and innovation; second, it is creating
conditions for new players to enter and thrive, further screngthening the resi-
lience and future competitiveness of the healthcare and pharmaceutical SeCtors.

EF: How important is a strong digital health infrastructure for attracting
investment?

AH: This is a medium-term goal for Germany. While we may not be the fastest
in adopting digital technologies, we are now seeing concrete steps being taken
in the right direction. One key development is introducing the electronic pa-
tient record, or ePA, which is an important milestone.
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What is promising is how Germany is beginning to make healch dara accessible
for research and development. The regulatory framework is evolving to allow
data from electronic patient records to be combined with information from
health insurance providers, enabling its use in research while still upholding
Germany’s strong data protection standards. That balance of maintaining pri-
vacy while unlocking value for research is a breakthrough.

This shift opens up new market opportunities in several ways. First, it allows
digital services to become more efficient and targeced, which, in turn, makes
them more actractive and scalable. Second, digital healthcare solutions improve
access to care for individuals who may struggle to reach a doctor—whether
due to geography, rnobility, or other constraints—and digital tools provide an
alternative that brings more people into the healthcare system. With a popu-
lation of over 83 million, the potential o expand access and grow the market
is significant.

EF: How do you assess the current trends in AI?

AH: Ultimarely, it comes down to data analytics and solution generation. We
are seeing that the development of AT models is accelerating at a remarkable
pace. Whether you look at Perplexity, OpenAl or others, they are all pushing

to reduce error rates and improve the accuracy of their outputs.

This is especially relevant in highly complex fields, such as genome analysis,
genetic data interpretation, personalized medicine, and molecule design in the
pharmaceutical industry. Al is becoming a unifying force across domains—from
medical imaging and drug discovery to surgical robotics and assistive technolo-
gies like exoskeletons. The scope of its applications seems limitless.

EF: When you work on building partnerships, how do you communicate the
continued attractiveness of investing in Germany?

AH: Right now, there is a lot of commentary, particularly from domestic
companics, about challenges such as rising energy costs and regulatory com-
plexity. However, it is important to recognize that foreign companies often
view Germany through a different lens. When they assess global investment
opportunities, they compare countries based on factors like political stability,
legal reliahilit)n and economic strength. These fundamentals often narrow their
choices significantly.

For companies looking specifically at Europe, the list of viable options beco-
mes even more focused. And when you consider sectors like healthcare and
pharmaceuticals, only a few countries emerge as truly aceractive. Germany
consistently stands out due to its strong market size, regulatory prLdlCtdblllt}
and industrial infrastructure.

We also highlight Germany’s proven track record of building up industries and
its deep expertise in the life sciences sector.

‘ ‘ When we sp »ak to companies or potcntiul

p:ll’tl’lCl‘S, we ﬁ':llﬂc thC conversation 211'()U11d thiS lil'

yered view: from macroeconomic and geopolitical

strcngths to scctor—spccific expertise and ecosystem
adv: antages, (;u‘man\ offers a Lompdlmg case for
Lontmued investment and innovation. ’ ’
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Dr. Frank Wartenberg

IQVIA

President Central Europe

EF: How have your priorities changcd over the past two years, and what mar-
ket trends do you anticipate in 20257

FW: The main goal of the past two years has been to keep moving forward
with our mission to assist people in living longer, healchier lives. One of the
components of our overall objective to reach out to broader healthcare is the
cransformation of the healthcare system. This implies that we will be more
involved in the area of sickness funds and regu]atmy bodies, especiaily in Ger-
many. For instance, we assist the BFArM by taking steps to monitor and stop
shortages of medicines. We are the elected partner to handle the medicine
shortages in Germany, and we have achieved traction of being more relevant
to the healthcare system overall, even at an EMA level.

Germany has made signiﬁcant strides in 2023 and 2024 in terms of healthcare
digitization. After a lengthy period, e-prescription has been effectively intro-
duced. According to our data, the adoption of e-prescriptions has been rapid
and very robust. One of the accomplishments is that three of the four prescrip-
tions are now electronic. The creation of the electronic health record, which is
anticipated to be implemented in 2025 onwards, is another accomplishment.

As IQVIA, we take great pride in the fact that, in conjunction with the associa-
tion of esearch institutes, we were able to support the legislation surrounding
clinical research with insights from our day—to—d:ty work. In this context, I can
also say that, as an organization, we have been able to enroll the first patient in
studies more quickiy than ever before, which is signiﬁcant. Getting your the-
rapies to patients as soon as feasible is crucial if you have effective treatments.

EF: What is Germany’s strategic importance to IQVIA?

FW: First off, in terms of revenue, Germany is currently the second-largest
prospect worldwide. As a result, investing in Germany would be prudent given
our capacity for both organic and acquisition growth, particularly in light of
our strategic decisions and expansion into the larger healthcare system. Despite
all of our issues as a country with a highly complex administration, I think
we still have a strong and unique foundation here since Germany is one of’
the biggest pharmaceutical markets in the world that is still well-funded, and
medical innovations are rapidly available for the masses of patients compared
to other states within the EU and beyond.

Overall, the quality of healthcare in Germany does have the potential to re-
duce bureaucracy, and it has this massive openness to innovation. The market
is becoming more and more attractive, the popuiation is increasing, and the
environment is favorable.

‘ ‘ The healthcare system is at a turning point in
terms of dl oitization Jnd needs to increase produc—
tivity. Thus, the opportunities are numerous. IQVIA
must l\up mdkmi_, vestments. ’ ’

An area that IQVIA is focused on is selective contracting, which helps directly
improve care for patients at a lower cost. I believe these trade-offs and provi-
ding solutions for them are very attractive.

EF: Since you have earned your client’s trust, how do you help them make
informed decisions?

FW: In the healthcare induitrv data-driven decieion—makinb g is very crucial. Al-
though we offer the fundamental data, it is crucial to generate new insights and
improve forecasting and horizon scanning. This helps us to be more efficient.
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For many years, we have incorporated Al and machine iearning into many of
our client solutions as part of the usual delivery process for particular projects.
In this respect, we have excellent traction with our pharnuceutical clients.

We also interact with hospitals, so care delivery organizations use data. For
instance, we are coi]aborating with the University Hospitai of Biclefeld’s heart
and diabetes center, Bad Oeyenhausen, as part of a landmark project. We are
currently creating real-time support for heart surgeries using digital twins.
Thus, with both their and our data, our technology, and Al models, we can pro-
vide the surgeon with real-time assistance to maximize the patient’s outcome
in terms of side effects, complications, and better rehabilication.

Another example is the sick funds, which are under tremendous financial strain
and are trying to cut costs. We digitize some of their processes for them. In
Germany, we process hundreds of millions of invoices annually on their behalf,
verifying that they are accurate and contain the correct deductions. We also
streamline procedures. For instance, in collaboration with the biggest sick fund
and a few other technoiogy partners, we have digitized the midwives’ adminis-
trative process so they can do everything digitally on-site while assisting the
pregnant woman, climinating the need for paper records. There are opportu-
nities like this everywhere, and we are assisting the sick funds in using them to
make better decisions and operate more cffectively. We are concentrating on
that since it is something that the healthcare system as a whole needs and requi-
res — fresh concepes and new ideas by brave minds using technological progress.

EF: The financial and personnel sustainability of healthcare is crucial. How
significant is it that IQVIA participates in discussions influencing the direc-
tion of healthcare?

FW: We made the strategic choice to broaden our scope beyond the pharmaceu-
tical and life sciences industries because we think it is crucial to be included in
the discussion beyond. The cost of the sick fund in Germany will rise by about
1.84 up 0 4.4 percent per person, plus an additional 0.2 percent for care. For a
total sick fund rise in 2025 of 2.5 % per person, which is a substantial increase.
It is the biggest rise in a long time. Many of our clients and board members in
the secretary health insurance division have told me that this is not sustainable.
One of the reasons for this is that there are extrancous costs and expenses in
the system that should not be borne by the insured members. They are funded
by the solidarity system rather than by taxpayer dollars.

The finance issue is one of the big challenges, but the other challenge is the
government determining spending priorities. The second is the rising cost of
services, including employment costs for hospitals, stationary care facilities, cte.
The largest factor is personal expense per patient in the aging socicty, which is
a growing amount that needs to be controlled. As a result, other areas of the
organization must become more efficient. This can be achieved through digitai
procedures and process improvements. Germany has some of the highest per
capita spending for health in the world, but when it comes to the size of the
difference between lifespan and healthy life, we do not have the best results per
capita. If T look at big European countries like Spain, France, or Italy, it is not
that different. This indicates that there is potential for improving the way we
spend our funds, which means we need insights about what truly works and
where funds are being spent that do not produce resules. At IQVIA, we have
experience and insights from other countries, but we also have the data and
analytics to back up those opinions.

EF: Are there any particular partnerships or success stories you might provide
that demonstrate how an IQVIA is advancing the country, genuinely prope-
Iling it to success, and fostering greater innovation?

FW: The renowned cardiac and diabetes center is one of the stories where we
examine ways to improve cardiac procedures to have better results, which is



a very clear medical advantage. In this project, we employ those technologies
for additional purposes, such as identifying rare diseases or assisting doctors in
making treatment recommendations. Another example is that we are current-
ly collaborating on the digitization of the adminiscration, particularly in the
non-hospital, non-pharmaceutical, and non-physician fields like physiotherapy
and midwives. We process millions of invoices, and we look at automating those
procedures by leveraging Al technologies in combination with OCR and NLP
capabilities to extract information from the documents to make them easier
to use and detect fraud.

Another example is the exchange of documents between the hospital and the
specialisr or treating physician; the documents come as PDF documents. To
streamline the process, we have created an NLP-based application that automa-
tical]y extracts all of the clinical information from those documents and enters
it straight into the doctor’s system. Physicians often spend too many hours
reviewing such records; instead, rhey now simply obtain the information and
can view it on the patient’s end in the electronic health record.

.In rare disease cases, we inform patients that they might need to visit a doctor,
or we create a digital patient journey for them, all while staying within legal
limits of cause. We urge people to consult a doctor and employ social media-like
technology to make healthcare more accessible. Additionally, this technology
helps with the sometimes very difficult task of Tocating posmblc clinical erial vo-
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lunteers. For this reason, we employ digital technology to help raise awareness,
connect with healthcare professionals, and reach patients or potential patients.

EF: When you think back on your time at IQVIA, what are your proudest ac-
complishments to date, and what do you hope to achieve in the years to come?

FW: I've been in charge in Germany since 2010, so I've been in the position for
14 years total. In addition to always hemg engaging, it has always presented cha-
llenges in a constructive way. IQVIA was more focused on data and consulting
when [ joined but was not focused on technology or the larger healthcare sector.
We faced many difficulties over the years, including COVID-19, but we also
had our share of difficulties. In the Ll’ld the team is what I am most proud of.
Over the years, I believe we have been able to keep a solid team. In my opinion,
the last ten to fifteen years have seen the biggest shift in IQVIA Germany.

Being allowed to develop alongside the business has been a blessing. We cu-
rrently have about 3500 employees in Germany and Austria, so I believe if 1
omgd now, it would be considerably more difficult to come in and run the
fnm in this complex environment. Tt was abour 300 when I started over, so the
last ten years have seen a significant increase. The thing I am most proud of is
how well-known IQVIA is in the industry. Rather than being restricted to the
pharmaceutical industry, it is now viewed as a component of the larger solution.
In my opinion, we have no idea where we'll be in five years. I never would have
imagined the company’s current state five years ago.

22
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Prof. Dr. Ralf Huss

BioM Biotech Cluster Development GmbH
Managing Director

EF: How do you evaluate this year, and what are the main priorities for the
BioM cluster in 20257

RH: Our goai has aiways been to drive continuous innovation and successﬁi]iy
cranslate research into sustainable products, creating a long-term, self-sustai-
ning market.

‘ ‘ Rather than relying solely on external inno-
/ation or waiting for others to acquire our advance-
ments, we aim to build upon our strong foundation
of excellent science and research. It is essential that
we take discoveries from the bench to the market,

cnsuring their full potcntial is realized. ’ ’

We recognize that the market has evolved. There is now less focus on oncolo-
gy and increasing interest in neurodegeneration, iongeviry—reiated research,
and metabolic disorders. Given this shift, we are leveraging our accumulated
strengths to develop and manufacture most of our assets on our own. While
regaining our previously externalized market may be unlikely, we must retain
and strengthen our position rather than lose ground to other regions.

To address these priorities, we have strongly emphasized integrating Al and
data-driven approaches into our strategy for this year. The recent Nobel Prizes
in Chemistry and Physics have only reinforced our belief that Al will play a
pivotal role in accelerating drug development and transforming how we create
new medicines.

EF: How do you assess the region’s approach to cutting-edge generative Al
tools?

RH: There are different approaches to this. Starcups and carly-stage biotech
innovators recognize the value of these technologies, but the challenge lies
in accessing them. Implementing Al-driven tools requires extensive data and
experience. Biopharma startups see the need, and as a cluster organization, we
work to provide solutions.

However, it is not casy. The necessary infrastructure is complex, and regulatory
frameworks have not yet been adopted. In silico trials, virtual control groups
and Al-driven protein or mRNA synthesis remain largely untapped. There is
significant potential, but convincing regulators to embrace faster preclinical
development pathways is a key hurdle. While clinical development may not
change immediately, Al could influence how trials are designed.

Another challenge we see is the gap between biotech and tech companies.
Biopharma startups understand how AT can help solve their challenges, but
many tech companies have solutions without clear problems to address. They
develop algorithms, data curation tools, and cloud solutions but often stru-
ggie o appiy them effec[iveiy in life sciences. Bridging this gap is essential
for real progress.

EF: What factors make Bavaria an attractive biotech hub?

RH: BioM has been around for nearly 30 years, making it one of the first clus-
ters in this field. Over these decades, we have buile extensive experience and a
strong network. Compared to other ]eading biotech hubs like Cambridge in
the U.S. and the UK., Bavaria stands out in several ways.
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We have two top-tier universities—Ludwig-Maximilians-Universitit (LMU)
and the Technical University of Munich (TUM)—with over 100,000 students
and more than 1,500 professors. These institutions offer strong medical, engi-
neering, robotics, and IT programs, creating a rich talent pool. Additionally,
Bavaria has a thriving mix of startups and established companies. Industry
leaders such as Roche, AstraZeneca, Daiichi Sankyo, and MSD are expanding
their presence, reinforcing the region’s reputation as a biotech hub.

One challenge we are working to address is ateracting more investors willing
to support high-risk ventures. Given our cultural background, there has tra-
ditionally been a cautious approach to risk. However, this is changing. More
major banks, private equity firms, and farniiy offices are raking an interest in
Bavaria’s biotech sector.

EF: How do you evaluate BioM’s role in shaping health policy and driving
progress in this area?

RH: The German market is one of the most expensive and complex for drug
approv:ils, making it difficult to introduce new medicines. This is Why we em-
phasize developing new drugs from within our own portfolio. One of our key
efforts is engaging with both the federal and state governments to push for
regulatory changes that make it easier to establish and finance companies. The
German GmbH (limited liability comp:my) structure, for example, is often seen
as a deterrent by investors due to its restrictions on investment, expansion, and
exits. While it is easy for founders to set up, the lack of reporting requirements
and investment limitations make it less attractive to global investors.

Another challenge is Germany’s weak PO landscape. The German stock ex-
change is hesitant to list small or nano-cap companies as thcy are considered
too volatile and costly to trade. In contrast, markets like NASDAQ, Denmark,
and the Netherlands are more open to smaller public companies, attracting
greater investment. We are working to change this mindset by advocating for
more ﬂexibiiity in Gernmny’s financial markets, par[iculariy in Frankfurc and
Munich, to encourage IPOs and ateract private capital.

EF: Could you share some success stories from Bavaria?

RH: There are several success stories, but a few stand out. One is Tubulis, a
company founded out of the Ludwig-Maximilians-Universicic (LMU) Mu-
nich and the Leibniz-Institute for Molecular Pharmacoiogy (EMP) Berlin. They
have raised almost €200 million in venture capital and secured a milestone
agreement with a major pharmaceutical company worth up to €1 billion. They
specialize in antibody-drug conjugates and have developed a smart approach to
designing technoiogy that integrates antibodies, linkers, and payioads effecti-
vely. Tubulis scarted with BioM, participating in a BioM boot camp and recei-
ving the BioM-coordinated mg4 Award, which provided a EUR 500,000 grant
as well as valuable visibility and community support.

Another example is CatalYm, a company focusing on immunotherapies, and
iSPARC, which is currently conducting clinical trials at MD Anderson. These
companics emerged from university research and benefited from the ecosystem
in Bavaria.

While these success stories are promising, there is still room for growth. More
cases like these could emerge if venture capitalists and public investors were
more open to innovation and risk-taking. Public funding could play a crucial
role in sharing risks, but curren[ly, many public investment funds hesitate
to take the lead. Encouraging them to do so would likely ateract additional
private investment.
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Pharma

Balancing Breakthroughs and Barriers

“The pace of innovation demands new thinking and a willingness to adapt. We are working with all stakeholders to enable this.”

Alexandra Bishop, Country President, Germany, AstraZeneca
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Pharmaceuticals in Germany:
Between Innovation and Uncertainty

Germany has long stood at the center of Europe’s pharmaceutical ecosystem, home to scientific excellence, robust
manufacturing, and a well-established regulatory framework. But in 2025, the sector finds itself at a crossroads.
On one hand, Germany continues to serve as a critical hub for clinical research, supply chain resilience, and the
development of Luttmg—edge therapies. On the other hand, companies are facing mounting pressure from legis-
lative reforms, pricing controls, and growing unpredictability in the reimbursement landscape.

At the center of this transformation is the evolving National Phar-
ma Strategy, aimed at strengthening the country’s pharmaceutical
competitiveness. Yet many in the industry caution that frequent
policy shifts and rushed 1mplemenmt10n arc threatening the very
innovation the strategy secks to promote.

This chapter explores the key issues shaping the pharmaceutical
sector in Germany today—from AMNOG reform and rare disease
access to biosimilars, generics, digital transformation, and the future
of advanced therapies. Drawing on insights from executives across
biotech, big pharma, generics, and animal healch, it captures a sector
in motion—resilient, inventive, and calling for a clearer path forward.

The National Pharma Strategy:
Turning Policy into Progress

After years of limited political focus on the pharma—
ceutical sector, Germany has ﬁnally introduced a National Pharma
Strategy—a milestone welcomed across the industry. While sectors
like automotive and chemicals have historically received more at-
tention, this policy marks a deliberate effort to reposition pharma—
ceuticals as a strategic economic and scientific pil]ar for the country.

“From a broader perspective, we've finally happy to have a national pharma
strategy. For many years, there wasn't a clear focus on the pharmaceutical

GERMANY’S PHARMACEUTICAL INDUSTRY AT A GLANCE

Global R&D Share: 16%

Annual Exports:
Over €90 billion

Domestic Market
Revenue: ~€59.8 billion (2023)

Major Players: Bayer,
Boehringer Ingelheim, Merck

R&D Investments: €7.4

billion (2022)

Source: h[tps://a]tios,com/puhlication/[he/pharmaceuticaﬁindusr)j//in/germany/
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industry, while sectors like automotive and chemicals seemed ro
get more political attention.” Says Dr. Elmar Kroth, Deputy
General Manager, Pharma Deutschland

The strategy is widely seen as a turning point in how the
federal government perceives the sector—no longer mere-
1y as a cost burden, but as a central driver of innovation and in-
dustrial competitiveness. “Through their Pharma Strategy, the
federal government highlighted eight distinct activities chat will
not only improve the state of our industry buc also increase our
competitiveness in terms of clinical research and prevention.”
Claims Manfred Heinzer, Vice President & General Mana-
ger of Amgen Germany

Having moved away for a time to manage Australia and New
Zealand before returning to Europe, Urs Voegeli, Managing
Director, J&] Innovative Medicine, Germany, reflects on
the development: “The National Pharma Straregy was one of
the most significant developments during my time away. It was
a clear signal from the previous government, acknowledging the
pharmaceutical industry as a critical sector for Germany and laying out
plans to boost research, manufacturing, and access to innovation.”

For Elmar Kroth, the policy also validates the key role of Germany’s
pharmaceutical ecosystem: “The pharmaceutical industry is one of the

We are all in
eva for better health

www.tevapharm.com
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most thriving sectors in Germany, espeeialiy compared to the challenges
the automotive industry has faced in recent years.” The National Pharma
Strategy, first introduced in 2020 and now in its next imp]ementa—
tion phase, aims to strengthen Germany’s pharmaceutical ecosystem
across R&D, manufacturing, and digital healch. Bur its success de-
pends on whether it translates into practical, reliable changes that
support long—term planning.

Christiane von der Eltz, Managing Director of Berlin-Che-
mie Menarini, frames the issue clearly: “We need a healthcare
and pharmaceutical policy that is not dominated by short-term
cost-saving measures, but one that sees the pharmaceutical

industry asa strength and invests accordingly. 7 Many executives
stress that Germany still has unique advantages to build upon.
With its scientific base, skilled workforce, and industrial infrastruc-
ture, the country can remain a preferred launch markec—if the right
environment is in place.

As Dr. Daniel Steiners, General Manager, Roche Pharma
Germany, notes: “We want Germany to be a launch market
again. But for that, we need a long-term orientation and clear
framework conditions. Innovation must be welcomed and valued,

not punis/ied or discoumged. .
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AMNOG Under the Microscope

Since its introduction in 2011, Germany’s AMNOG system has served as the cornerstone of pricing and market
access for innovative therapies. But with the pace of medical advancement accelerating, and novel treatment
modalities emerging, leading pharmaceutical executives across the industry are warning that the framework must
evolve—or risk holding back innovation and delaying patient access.

“Germany’s current pricing and innovation assessment law, AMNOG, is
14 years old, but medical advancements have grown exponentially.” Aftir-
ms Urs Voegeli, Managing Director, Johnson & Johnson Innovative
Medicine Germany. Originally designed to ensure early access and
cost-effectiveness, AMNOG now faces criticism for its rigidity, par-
ticularly in the evaluation of breakchrough and rare discase cherapies.
While the law’s intention, to assess the added benefit of new medici-
nes and negotiate prices accordingly, remains intact, many argue that
its execution no longer reflects clinical reality. “Medical progress has led
to an erosion of the value-based core o_f the German AMNOG. We need to
modernize the system to ensure that patients can rely on having early access
to innovations when they are in need.” Concludes Voegeli.

This is echoed by Alexandra Bishop, Country President
Germany, AstraZeneca: “T he German Pharmaceutical Market
Reorganization Act (AMNOG), which was put into plarc in zo1i,
has not kept pace with advancements in science and needs to be

modernized to ensure innovation reaches German patients.”

Manfred Heinzer, Vice President & General Manager of
Amgen, reiterates the importance of an evolving framework,
especially when it comes to next-generation treatments.“Par-
ticularly for gene and cell therapy, the current AMNOG philosophy
will have to evolve 1f patients in Germany are to beneﬁt from early
access to these innovations.”

Reimagining Access — CSL Behring’s
Gene Therapy

At the start of 2023, CSL Behring reached a major milestone with
the approval of the first gene therapy for hemophilia B from both
the FDA and EMA. The one-time treatment offers the potential o
improve patients’ quality of life significantly. But with this scientific
breakthrough comes a pressing challenge: how to make it accessible
and sustainable within public healthcare systems.

“Our n’sponsibiliry 1S NOE Just £o 1 ntroduce innovation but to ensure it
reaches patients in a ﬁnancially sustainable way. This is parricularly
relevant when it comes to gene therapy.” Christian Wieszner, Ma-

naging Director, VP DACH Cluster, CSL Behring

Unlike traditional treatments, which involve lifelong and often
costly care, gene therapies present a new model of care—and a new
financial paradigrn‘ Christian highlights that traditional reimburse-
ment structures, built around chronic, recurring therapies, may not be
suited to one-time treatments with high upfront costs. “However, the
financial model for such treatments is differenc—it presents an upfront cost
rather than ongoing payments, which can put pressure on healthcare budgets.”

In response, CSL Behring worked with health authorities to develop
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From a rare disease perspective, the framework is especially pro-
blematic. Treatments often target small populations, lack
standard comparators, or rely on novel clinical endpoints,
clements that traditional HTA models struggle to accommo-
date. Rﬁdiger Schulze, Vice President & General Manager
DACH, Uleragenyx, tells us, “Since the inception of AMNOG,
around 50 drugs have exited the German market due to unsustainable
pricing. Beyond those thar existed, additional drugs were never launched at
all” Schulze highlights how the problem is Compounded by incon-
sistencies across Europe: “For example, while the GBA in Germany ruled
that one of our drugs had no advantage over its comparator, the French
Haute Autorité de Santé issued a positive verdict with an ASMR rating of
three. It’s surprising to see HTA bodies coming to very different conclusions
when analyzing the same medical evidence, and very unfortunate for the
patients in Germany, particularly when minors.”

Toward a Science-Driven Future

Executives are calling for AMNOG reform rooted in clinical and
scientific evidence. One l(ey arca is the acceptance of real-world
evidence, especially when traditional randomized controlled trials
are not feasible or ethical. “In cases of high unmet medical need where
no standard of care exists, traditional randomized conerolled trials (RCTS)

novel reimbursement pathways. “Our proposal is a success-based annual
payment model, which ensures predictable costs and aligns with the price
of existing long-term treatments. Under this model, reimbursement would
be spread out over several years, only continuing if the treatment proves
successful.”

This value-based approach shifts the risk and ensures patients benefic
only when the therapy delivers the intended outcomes. Importantly, it
also allows healthcare systems to manage costs in a more predictable
and incremental way. “We are committed to making this treatment avai-
lable to the patients who need it most, through the healthcare community
in a way thac is, as said before, sustainable for the health system as well.”

With regulatory bodies expecting up to 20 gene therapy approvals per
year in the near future, Wieszner believes public systems must adapt
rapidly: “Healthcare systems, cspecially in Western countries, must preparcfbr
both the bcncﬁts and ﬁnancial challcngcs that come with these innovations.”

In April 2025, CSL Behring’s negotiations with German health au-
thorities concluded successfully. A first-of-its-kind outcomes-based
agreement was reached, directly tied to clinical performance. On July
1, 2025, the first patient in Germany received treatment under this
model, marking not only a significant milestone for CSL Behring but
anew era in sustainable access to advanced gene therapies.




INNOVATION
POWERS OUR SUCCESS

Every day, our sole focus is to deliver on our promise to patients.
To achieve that, we leverage our unique talents to develop and
deliver innovative medicines that help people with serious and
life-threatening conditions live full lives and protect the health
of communities around the world. Learn more at CSL.com/Vita.

T CSL Behring
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! ; ! Riidiger Schulze points out that a more flexible framework

would allow for tailored agreements with payers: “Grearer
ﬂexibility in the system would allow us to reach adapmble agreements
with payers, acknowledging the specific needs of individual patients

may not always be feasible or even ethical... Our position is clear:
AMNOG reform should be driven by science and evidence.” Says
Urs Voegeli.

affected by rare diseases.”

Beyond the impact on access, the AMNOG system—if left
unchanged—may jeopardize Germany’s role as a launch mar-
ket and a leader in biomedical innovation. “While ir did save

some money to some extent, in the short term, it sent devastating
signals and made innovation much more difficult, creating a
hostile and constrictive environment for pharmaceutical companies
in Germany,” claims Manfred Heinzer.

i
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Realigning for the Future

While the German government has taken initial steps, the con-
sensus among leaders is clear: AMNOG must be reformed to re-
flect today’s science and tomorrow’s therapeutic possibilities. “We
need predictability, clear and stable guidelines on evidence requirements,
comparator treatments, and clinical trials that are ﬁr for purpose. This is
where we strongly advocate for reform. ” Concludes Voegeli.

Without change, executives warn, Germany could lose its reputation
as a first-launch market and innovation hub. With reform, however,
AMNOG could once again become a model for value-based, eviden-
ce-driven healthcare access, benefiting both patients and progress.

Neutral

Manufacturer

— - — — el Ao — —
. Gemeinsame . . Central Association
submits Hearing additional no no
. Bundesausschuss . of Health Insurance
Manufacturer Dossier manu- benefic Funds agreement agreement Bunde
Benefit facturer Benefit
experts 5
Market Assessment P Assessment Price Cost/benefit
launch (Publication) (Decision) negotiation Arbitration evaluation
no additional Not eligible for, J
benefic fixed.amount !?Agreement !?Resolution
. Freely defin . .
Manufacturer price (Free Y defined) Discount Discount

(maximum amount
for reimbursement)

(Freely defined)

g —
Market launch

Source: Bundesministerium fiir Gesundheit

29 | Germany 2025: Innovation Forward

(on manufacturer price) (on manufacturer price)

G >
‘ applies ‘ valid until completion of the
retroactively procedure
00000000
3 months 6 months 12 months 15 months




Zoetis and the Future of Animal Health

While the pharmaceutical conversation often centers on human
medicine, animal health is an essential and growing pillar of heal-
theare innovation. At the forefront is Zoetis, the world’s largest
animal health company, which is redeﬁning standards across pet
care, livestock medicine, diagnostics, and Al—powered tools.

Ju]ia von Gablenz, Regionai President for Europe and the
Middle East, views Zoetis not only as a scientific leader but
also as a purpose—driven organization committed to long—
term, sustainable impact. “In recent years, Zoetis has cemented

its position as the global leader in animal health, and the oppor-

tunities ahead remain promising. Germany is the fzﬁh—largest animal
health market in the world. Notably, we have achieved market leadership
in Germany in early 2023 — a milestone we are very proud of.”

Innovation in companion animal health is one of Zoetis’ fas-
test-growing areas. The company has invested deeply in therapies
for chronic diseases like pain, kidney failure, and cancer in cats and
dogs—areas often under-addressed in traditional veterinary care.
“Here, we see many unmet medical needs. In areas such as renal, cardio[ogy,
pain, and oncology, we are investing hawily in research and a’evelopment.

Our monoclonal antibodies in these areas have tmnsfbrmcd the qualiry of

life for pets and their owners, and we are committed to further expansion.”

Zoetis: caring for

animals, connecting lives

Our global leadership is the result of a constant commitment to
innovation and excellence. We developed advanced solutions that
meet the needs of veterinarians, producers and pet owners, ensuring

that every animal receives the best possible care.

We believe that the human-animal bond enriches our lives and promotes a
healthier and more harmonious environment. At Zoetis, our purpose is to
nurture the world and humankind by advancing care for animals.

www.zoetis.com
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Zoetis also plays a critical role in livestock care, helping producers
meet the growing demands of global food systems while prioriti-
zing animal welfare and sustainability. Innovation is driven not
just by vaccines and medicines, but also by predictive tools and
integrated diagnostics. “We are dedicated to continued investment in
this area and to supporting ﬁzrmcrs through a comprchensive approach
ﬁ)cusing on disease prcdicrion, prevention, diagnosis, and treatment. Sus-
tainability also plays a key role here, with initiatives like improving farm
management practices and ]aunching innovative vaccines, inc]uding a
ﬁi‘st—of—its—/{ind cattle vaccine against respiratory diseases.”

Technology is a major differentiator. From Al-powered diag-
nostic tools like Vetscan Imagyst to digital platforms supporting
veterinarians and customers, Zoetis is 1eading the digitization of
animal healthcare. “Al is tmnsforming diagnostics, treatment plans, and
patient monitoring. T hese ta‘hnologies enable fastcr and more accurate
disease detection, personalizea’ treatment plans, and prcdictivc analytics
for better health outcomes.”

With a strong foundation in innovation, purpose, and digital
transformation, Zoetis is expanding what it means to lead in ani-
mal health, not only as a business, but as a partner in a broader,
interconnected healtheare ecosystem.
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Generics Under Pressure: Securing Access

in a Shifting Landscape

Generic medicines are the foundation of‘Germany"’s healthcare system, quietly delivering accessible treatments
to millions while relieving budgetary pressure on payers. Yet the companies producing these essential drugs are
sounding the alarm. From untenable price erosion and regulatory burden to fragile supply chains, the generics
sector is under strain, and its future in Germany may no longer be guaranteed.

“Generics account for 8o% of all prescribed medicines in Germany
bur only for 8% of the total pharmaceutical spending by statutory
health insurance.” States Josip Mestrovi¢, General Manager,
Zentiva Germany

For Mestrovi¢, this is a statistic that tells two stories: one of
clﬁcicncy and contribution, and another of imbalance. The public
expectation for low-cost medicine has been institutionalized in poli-
cy, most notably through Germany’s tender system, where contracts
arc awarded largely based on the lowest possible price. “The lowest
price still wins, regardless of where a company manufactures, the quality
standards it upholds, or whether it invests in green production. 7

Thomas Weigold, Country President Germany of San-
doz, describes the tender model as a system that worked
well for years but is no longer fit for purpose. The risks it
creates—product shortages, market exits, and collapsing su-
pply resilience—are becomin g visible. “This is one of the biggest

challenges we’re currently dealing with. At some point, we have to stop
basing everything on price alone.”

Andreas Burkhardt, General Manager Germany at Teva

Pharmaceuticals and Chair of ProGenerika, agrees that

structural financial pressure has intensified in recent years.

“We are facing serious economic pressure from rising costs, reim-

8 Jror 8 :

bursement cuts, and stricter requirements for supply and avai-
[abi[ity."

A Vision for Reform

All three executives stress the urgent need to reform the current
model. Proposals include multi-winner tenders, stronger recognition
ofquality and sustainability, and systems to better anticipate and
manage shortages. This is encapsulated in the following quotes:

“The race to the bottom must stop when a molecule reaches a critical point.”
Thomas Weigold, Sandoz

We need a new approach prioritizing quality, env onniental responsibilicy,
and long-term supply chain stability.” Josip Mestrovic, Zentiva

“We advocate for realistic reforms that reﬂect the true value o_f' generics
and biosimilars.” Andreas Burkhardt, Teva

A Public Good Worth Protecting

For generics companies, this is not just a business challenge, but a
societal one. Generics ensure universal access, undcrpin healch system
sustainability, and serve as a public good. That role must be protected
through a policy that matches the sector’s values.

“Were not just a strategic partner in the healthcare system. We also
have a responsibility,” confirms Weigold. As Germany navigates ri-
sing healthcare costs and global uncertainty, the future of generics
should not be left to markert forces alone. It is time, these leaders
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A Clean Water Directive with Cloudy
Consequences

The UWWTD is by far the biggest threat to our sector because our companies
cannot ]cgnily increase prices to offset EPR fees in Membev. This grap]i shows the
differences between our sector and other industrial sectors that operate in free
pricing markets. Whereas industrial goods or commodity prices have increased
between 30-45%, generic medicine prices have decreased over the last ten years.
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Source: hrrps://wwwimfdicincqfort’umpe,com/wp—con[cnr/up[oads/zozg/o;/(fasc—fbr—UWW’ TD-in-the-
simplification-omnibus-03192025.pdf

As environmental regulations tighten across Europe, the pharma-
ceutical industry is preparing for the wide—ranging implications of
the Urban Wastewater Treatment Directive (UWWTD), a well-in-
tentioned initiative that may carry unintended consequences for
patient access and medicine suppiy.

Josip Mestrovi¢, General Manager Germany & Switzerland

at Zentiva, has been vocal about the risks posed by the Di-

rective’s current implementation framework, which shifts

the financial burden of wastewater treatment directly onto

pharmaccutica] manufacturers, 1"Cgardicss of where emissions

originate. “The Directive shifts the cost of water treatment processes

onto us, along with the cosmetics industry, which would cost us millions
and be an unreasonable burden.”

Teva’s Deep Roots and Long View in
Germany

As one of the world’s largest generic and specialty pharmaceu-
tical companies, Teva sces Germany not just as a key market, but
as a cornerstone of its global strategy. The country ranks as Teva’s
second—iargest market after the United States and piays a criti-
cal role in its manufacturing, talent, and innovation footprint.
“Germany is strategically significant for Teva due to several factors.

First, in terms of pure numbers, Germany is the fourth-largest
pharmaceutical market globally and the second-largest market
fi)r Teva aﬁcr the US.,” says Andreas Burkhardt, SVP General
Manager, Teva Germany.

Teva’s presence in Germany was solidified in 2010 with the ac-
quisition of Ratiopharm, which elevated the company from a frag-
mented European player to a market leader in generics. Today, its
site in Ulm is a core part of its globai manufactui'ing network.
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Zentiva has taken a rare step in response: challenging the regulation
at the European level. “The UWWTD will have significant consequences
in Germany and Europe, potentially jeopardizing millions of people’s access
to aﬁordable medicines. In response, Zentiva has taken a strong position by
filing a legal case with the European Court of Justice.”

The concern, Mestrovié¢ expiains, is not about rejecting environ-
mental responsibiiity, but rather about fairness and feasibility, par-
ticulariy for high—volume, low—margin industries like generics.“To be
clear, we fully support clean water initiatives and the Green Deal. Safe
water is crucial for life and medicine production, and we’re not opposing
environmental responsibility. However, the way this Directive is being
implemented is simply discriminatory. We're willing to pay our share, but
this fecls more like an added tax that disproportionately aﬂects the generics
industiy due to the sheer volume we handle.”

In a context where generics already account for the majority of pres-
criptions but oniy a fraction of phai‘maeeutical spending, additional
financial and reguiatory strain could further destabilize European
manufacturing and suppiy chains. “This Directive seriously threatens our
viability asa Europe—focuscd generics company. It creates an unaccepmble
risk to millions of people by potentially leading to medicine shortages, leaving
behind our patients who depend on essential medicines every day.”

With the iegai chailenge now moving forward, the broader generics
industry will be watching closely. At stake is more than environmen-
tal compliance—it is the balance between sustainability and access,
between poiicy ambition and operationai rea]ity,

GENERICS ARE ESTIMATED TO BE A LARGE SHARE OF TOTAL FEES
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Source: hetps://wwwmedicinesforeurope.com/wp-content/uploads/2025/05/Case-for-
UWWTD-in-the-simplification-omnibus-03192025.pdf?utm_source=chatgpt.com

“Teva has established complcx proa'uction c‘apabilitics in Germany, par-
ticularly in Ulm, which is home tofa(iliri(’s producing solids, supp[ements,
creams, and ointments. This site also houses the largcst sterile nasal spray
mamlﬁlctiu‘ing unit within the Teva network, showcasing the advanced
technologies and expertise concentrated here.”

This commitment to German production is not just a iegacy, it’s
a strategic move. Teva recently chose Germany for a new biophar-
maceutical production faciiity. Burkhardt continues, “Despite other
countries offering significant tax benefits, the decision clearly favored
Germany. The rationale included the availability of a highly educated
workforce and the advantage of being parc of a biopharma cluster stret-
chi ng from Germany to M ilan.”

Whether through industrial investment, organizational reform,
or a hybrid generics-innovator strategy, Teva’s approach to Ger-

many is 1ong—term and deepiy embedded. In a chalienging environ-
ment, the company is doubiing down, not stepping back.
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Local Legends: Germany’s

Homegrown Pharma Champions

Ina pharmaceutical landscape dominated hy multinational giants and cross-border consolidation, Germany’s
family-owned pharmaceutical companies continue to carve a different path—one built on heritage, independence,
and long-term thinking. Klosterfrau and MEDICE are two such success stories: locally rooted, strategically agile,

and evolving rapidly while staying true to who they are.

Klosterfrau: A Modern Turnaround with
Historic Roots

Founded over two centuries ago, Klosterfrau is one of the oldest
and most recognizable names in German self-medication. But while
its identity is rooted in tradition, its current trajectory is one of
reinvention.

“It is always amusing to frame it as a startup founded by a woman
200 years ago. But it’s true. Maria Clementine Martin began by
producing and sclling remedies, laying the foundation for what
would become Klosterfrau.” Says Dr. Stefan Koch, CEO, Klos-
terfrau-Gruppe

When Dr. Koch took the reins, his strategy wasn't to pursue
rapid globalization or become a pharmaceutical giant, but rather to
re-center the company around its strengths and identity. “Previously,
there was an effort to transform Klosterfrau into a large, publicly traded,
globally operating company. However, that approach did not align with
who we truly are.”

Instead, the company focused on agility, brand revitalization, and
pipclinc growth. “This year alone, we will launch seven or cight new
products, including pain gels and omega-3 products,” informs Stefan.
Operational investment is a cornerstone of this shift. Klosterfrau is
upgrading production across its facilities in Germany, Austria, and
Switzerland, with a strong emphasis on sustainability.

“We are investing a lot of money in our production sites in Berlin and
Cologne, as well as in Austria and Switzerland, particularly in machinery
and process optimization. In Colognc, we aim to make our site CO, neutral

l?y 2030.”

MEDICE: Innovation with a Family
Identity

For Dr. Richard Ammer, CEO at MEDICE, the company’s
foundation is deeply rooted in post-war Germany, and so is
its transformation. “MEDICE was founded in 1949 by my wife’s
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grandfathcr Gustav Piitter, who entered the ﬁcld of medicine after the British
allies, following World War I1, encourageal him to distribuce antibiotics from
Bayer Leverkusen in rural areas.”

Since then, the company has remained family-led, with Ammer and
his wife Katja representing the third generation. “Katja ﬁrst gaincd
experience in l?ig pliarma for training purposes and then o_/ﬁcially joined
MEDICE in zo01. [ followed in 2003, and togetlier, we have been managing
owners for ncarly two decades.”

MEDICE earned a leadership position in ADHD care through its
development of modified-release capsules. “With the introduction of
modified-release capsules, parents retained control over the medication,
climinating the need for children—who oftcn strugglc with sclf—
organization—to take a second dose during school hours. This advancement,
which ensures coverage throughout the school day, has been a breakthrough
in ADHD pliarmacotlierapy and has liclpeal us secure a market—leading
position in Europe.”

The company now operates across a diverse portfolio that spans
prescription medicines, primary care, and consumer health, but all

«

production remains in Germany. ¥ dcfining aspect of our company
is full integration—we conduct our own research, clinical and analytical
clcvclopmcnt. and maim_/‘acturing. Our products are produccd cntircly in

Germany at two sites.”

Ammer has also driven MEDICE into digital healch, with new
applications supporting mental healch, ADHD, and chronic condi-
tions. “We are in the launch pliasc of introducing evidence-based a'igital
applications with clinical validation.”

Sustainability is central to the MEDICE philosophy, with three
companies launched to lead the charge. “We have established three
companies dedicated o sustainal)ilityi SustainableqU is the ﬁrst company,
and it ensures that all marketing materials and events meet sustainability
criteria... Friendship is the second company, and it provides employees and
customers with ecologically sourced, seasonal food. The third company, Green
Guide, consules with hospitals and senior living facilities to optimize food use,
reduce waste, and reinvest savings into liiglier—quality ingrca'icnts. ” Ammer
sums up his leadership philosophy with a forward-looking mindset:
“My philosophy has always been about keeping the fire burning rather than
just preserving the ashes of tradition.”
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Championing Rare Diseases in Germany:
Innovation, Access, and a Collaborative Future

Germany continues to serve as a cornerstone for rare disease innovation in Europe, with leading companies pus-
hing the boundaries of diagnostics, access, and policy engagement. Yet significant challenges remain, especially
around early diagnosis, system fragmentation, and ensuring equitable access to high-cost therapies.

ﬁ For Michael Kickuth, General Manager at Recordati Rare testing; “With genemlized genetic newborn screening, ﬁnding these patients
e Diseases DACH, the time it takes to diagnosc is among the bcﬂ)re the emergence ofirreversible symptoms seems much more Zikcly.”
most pressing issues: “In Cushing’ disease, the time from symptom
onset to diagnosis in Germany is twice as long as in other parts of

Europe or the U.S.” To shorten that timeline, the company is

Andrea Passalacqua, Vice President and General Manager
Germany at Alexion, AstraZeneca Rare Disease, highlights
Germany's historically strong reimbursement model: “One
key factor is that once a medicine receives EMA approval, it
becomes immediately available to patients, with only minimal
administrative steps required. ”Still, he points out, access starts with
awareness. ‘A major part of this involves education — raising awareness
that certain rare diseases exist, how they can be diagnosed, and what testing

Riidiger Schulze, Vice President and General Manager DACH ~— methods are available, whether genetic or biology-based.” He sees colla-
at Ultragenyx, shares the concern about diagnostic delays and  boration as central to any long-term improvement: “We believe it is
the heavy toll on patients. “Despite the advances in big data  our responsibility to partner with scakeholders across the system—including
analysis and artiﬁcial intelligmce, the time to establish the right physicians, patient organizations, payers, and policymakers—ro bring about
diagnosis is still much too long — many patients seill go through positive change.”

building innovative support tools for clinicians: “We are integrating
digifal red ﬂags into practice sqﬁ:ware that alerts physicians 1f a patient’s
symptoms align with rare disease criteria.” But he adds: “There is no one-
size-fits-all solution... The key is synchronization—getting all the pieces to
work in harmony. 7

a revolving door of specialists without getting real answers.” He sees
S S . f P . § .g . Ultimately, leaders believe rare disease care demands not just scien-
51gn1f1cant promise in carly screening, partlcularly through genetic but d 17’ . Jevel

ce, burt dedication at every level.
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Dr. Daniel Steiners

Roche
Chief Executive Officer, Roche Pharma AG

EF: What attracted you to Roche, and what are your current priorities?

DS: What drives us in the industry is ensuring patients have timely access to
the latest innovations and medical advancements. Achieving this requires a
supportive policy environment that values and embraces innovation in all its
forms, whether incremental progress or breakthrough treatments.

What is new in my role at Roche is the different portfolio [ now manage. Ro-
che has a long legacy, especially in oncology, but we are also delving into gene
therapy, which is incredihly exciting. Another aspect | am passionate about
is fostering a culture rooted in integrity, courage, and passion. It is becoming
increasingly important for organizations to harness data and technology aCcross
all levels to shape the future of healthcare. This goes beyond the pharmaceutical
value chain and involves collaborating with others in the ecosystem to maxi-
mize the potential of data.

In terms of Gerrnany’s position, | still envision it maintaining its leadership
role globally.

‘ ‘ (]erm:m\' I]:lS 1ll\ /AYS bCCl"l a powcrhou—

S¢€ f‘or l{()Ci‘IC, and ti‘lilt continues to bC our

aspiration. ’ ’

EF: How has the national pharmaceutical strategy impacted the innovation
and competitiveness landscape, and what role are Roche and the broader
industry playing in shaping this system?

DS: The pharmaceutical industry operates with long innovation cycles and
substantial investment, often ranging from €1 billion to €15 billion per pro-
duct, with a 9o% failure rate. It can take up to 13 to 15 years to bring a product
to market, which in itself'is a daunting process. However, the challenge becomes
even greater when the policy frameworks we operate under are changed unpre-
dictably. Unlike other industries that may seck subsidies, we simply ask for a
stable environment that provides the security needed for long-term planning,

What has changed, though, is that the government has recognized the pharma-
ceutical industry asa key driver for growth and a leading industry. The goal is
to retain and expand the industry, as Germany was once known as the “phar-
macy of the world” but has since lost that standing. The focus is on keeping the
existing infrastructure intact and fostering its growth.

Over the last two years, both the industry and Roche have demonstrated a
willingness to invest. At the Pharma Summit held in late 2023, representatives
from pharmaceutical companies, academic research institutions like the Hel-
mholtz Institute, and industry associations gathered to discuss this issue. The
government expressed its understanding that healthcare policy is inherently
linked to industry and economic policy.

In response, they began drafting legislation aimed at strengthening Germany’s
position, particularly in clinical research. One of the first steps in this direction
was the Medical Research Law, which aims to restore Germany’s competiti-
veness in global clinical erials. This law addresses bureaucratic roadblocks and
introduces incentives for pharmaceutical companies that conduct a signiﬁcant
portion of their trials in Germany, such as exemptions from certain pricing
regulations.

Other legislative measures are also being considered, including the use of me-
dical data for scientific research. Overall, these developments show positive
intent and a commitment to making Germany a more attractive environment
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for pharmaceutical research and innovation.

EF: Can you share some insights into Germany’s role on the global stage,
particularly with its various sites, new gene therapies. and research centers?
What can we expect from these and upcoming investments?

DS: Roche has been embedded in Germany for as long as the company itself has
existed—127 years. The first German subsidiary was founded alongside Roche’s
establishment in Switzerland, and the company has since grown its presence
through both organic investments and strategic acquisitions, e.g. in Mannheim.

Today, Germany remains one of Roche’s largest global locations, with approxi-
mately 18,000 employees. The country plays a central role in managing the full
value chain for both pharmaceuticals and diagnostics, including R&D and com-
mercialization. Speciﬁcally, Roche operates sites focused on protein design and
production, diagnostic reagents and tests, and, most recently, gene therapies.
Addirionally, the company is integrating artificial intelligence and daca-driven
projects into R&D efforts.

Roche’s investment volume in expanding our production, research, and admi-
nistrative facilities in Germany has totaled over 3 billion euros in the past five
years, and the future will largely depend on continued support from the Ger-
man government to improve the policy frameworks. Wich ongoing investment,
Roche is poised to further expand its footprint in Germany, contributing to
the country’s growth as a hub for the pharmaceutical industry.

EF: Looking at the pipeline from a broader perspective, which areas of upco-
ming treatments are you most excited about, and which do you believe will
have a significant impact on healthcare?

DS: Recently, we conducted a review of our key focus areas, and there is a
staggering number I would like to share. Roche currently has 72 new molecules
in R&D across a broad range of diseases. The key therapeutic areas include on-
cology, hematology, neurology, immunology , cardiovascular and metabolic
disorders, and ophthalmology—just on the pharmaceutical side.

In diagnostics, we are setting new standards with our mass spectrometry te-
chnology. There is a lot happening, and what excites me is how some of these
areas are nicely interconnected. For instance, with Alzheimer’s disease, we have
a test for early detection, which is crucial when considering new treatments.
We also have a product in the pipeline with brain shuttle technology, showing
promising carly clinical trial results. If this treatment reaches the market, it
could make a real difference for patients and families affected by Alzheimer’s,
a discase that has historically been difficult to treat.

Additionally, we are also committed to advancing treatments for infectious
diseases, especially antibiotics. Many companies have exited this area, but Ro-
che continues to invest, as we believe it is crucial for humanity to have new
antibiotics, even if the economic incentives are challenging. From antibiotics to
cell and gene therapies, Roche’s pipeline spans a wide range, and that diversity

is what truly excites me.

EF: Given Roche’s significant footprint, how does it attract the best indivi-
duals but also keep them engaged and committed to the company over the
long term?

DS: The key point here is that, while this applies to many companies, Roche
stands out due to its long legacy and culture of innovation and purpose. Our
mission, “doing now what patients need next,” resonates deeply with people. Te
is purpose—driven and focuses on improving glohal health through groundhrea—
king pharmaceuticals—not just in oncology but also in areas like anti-infectives
and other rherapeutic research. Roche believes in creating a triple win—be-
nefiting patients, society, and the company itself—by continually advancing
innovation.



EF: What changes or innovations would you like to see at Roche over the
next five years?

DS: Fora long time, Roche’s mantra has been “follow the science,” which served
us well. However, given the increasing complexity of the technologies, diseases,
and competitive landscape, we must focus our efforts more strategically.

What Thomas Schincker, Roche’s CEQ, is doing is introducing a set of criteria
to help align the R&D organization. This ensures we focus on areas where
we can apply the highest level of knowledge to develop first- or best-in-class
medicines that also have a clear path to value.

I am also excited to work with the team to ensure that technology will trans-
form every part of our value chain, especially in how we interact with healthcare
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professionals. We need to ensure that they have all the information they need
to make the best decisions for their patients.

We want to move to more targeted treatments, improving our success rate
with every patient. The potential is vast—there are way over 10,000 known
discases, and only half of them have treatments, many of which do not fully
cure the disease

Al will play a crucial role in all of this. The complexity of our research is enor-
mous, with thousands of cell types, 20,000 genes, and countless combinations.
It is impossible to process all of this in a lab without computing power, which
is Why we have partnered with NVIDIA. This strategic partnership and others
ensure we have the computing power necessary for advanced research, inclu-
ding the cutting—edge technology required for what we call “iap in the ioop."
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Alexandra Bishop

AstraZeneca

Country President, Germany

EF: What can we expect from AstraZeneca in Germany in 20257

AB: This year, the focus is on the future. Overall, we expect to launch eight new
medicines or new indications, which will bring signii'iczmt benefits to patients
in Germany. Everything we're working on aims to improve patient outcomes,
and furcher scientific knowledge and innovation, thereby contrlbutmg a
stronger healthcare system. AstraZeneca, is one of the fastest-growing pharma
companies, and we're soiidiy in the tops Pharma in Germany.

The priority is to ensure that German patients have access to the best new treat-
ments and that Germany continues to be an attractive country for innovation,
from clinical research to market. The new government has a great opportunity
to ensure Germany is at the forefront.

EF: What do you hope to see from the new government’s perspective on phar—
?
ma?

AB: What we're already starting to see in the new coalition, is a strong confir-
mation that pharma is recognized as a strategic industry for healthcare and a
positive contributor to Germany’s future competitiveness. It is good to see the
clear acknowledgement that current frameworks need to be reviewed to ensure
continued access to innovative medicines for patients in the future.

What needs to be improved, though, is how the sustainable financing of heal-
theare will be addressed. We need a clear plan to ensure sustainable healthcare
financing, which also ties into the frameworks: what we reward, protect, and
how we fund innovation for the future. Tackling burcaucracy and complexity
more seriously, which costs a significant amount of time and resources, and
boosting digitalization will help.

EF: Could you tell us about the value that Germany brings beyond its market
size, your research footprint, and your plans to expand your research footprint
in Germany?

AB: Germany is the fourth—largest market in the world, and the leading Euro-
pean market, so it’s incredibiy important. What Germany hrings to the table
is significant: a highly skilled workforce, as well as some of the top healthcare

institutions, academic hospitals, and rescarchers, offering a very high level of

expertise.

We are currentiy one of the ieading companies in clinical research in Germany.
We want to do even more.

‘ ‘ There is a clear opp()rtunit\' to not just attract
investments in this area but to ensure Germany stays

at the forefront of innovation and research. ’ ’

Two things hindering progress: One is the bureaucracy that delays clinical crials
in Germany vs other European markets, which has recently improved, bue still
has more to do. Two is the prospective outlook: the German Pharmaceutical
Market Reorganization Act (AMNOG), which was put into place in 2011, has
not kept Ppace with advancements in science and needs to be modernized to
ensure innovation reaches German patients.

The foundations are good. However, the pace of innovation demands new thin-
king and a wiilingness to adapt. We are hopeful and working with all stake-
holders to enable this.

EF: How is your portfolio balanced in Germany, and what kind of upcoming
treatments and areas are you excited about in the future?
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AB: This industry hasn’t had a more exciting time, especially at AstraZeneca.
While we have a broad portfolio, we also have a clear strategic focus. At the
highest level, we concentrate on three main areas: Biopharma, Oncology, and
Rare Diseases. Within these divisions, we've narrowed in on specific therapeutic
areas where we aim to lead and h’lVC built real depth, allowing us to deliver
products both now and in the future. Our ambition is to launch 20 new mo-
lecular entities by 2030. That's just the new molecular entities (NMEs). Each
could have multiple indications beyond the initial approvai. We are currentiy
standing at nine NMEs that have been launched globally.

Regarding focus areas, there are so many exciting developments that it’s hard
to pick just a few. In oncology, for instance, we're aiming not oniy to become
number one but to eliminate cancer as a cause of death. We're active across key
arcas from Hematology, lung, breast, gastric, and women'’s cancers, applying
multiple treatment modalities to improve patient outcomes, whether alone or
in combination. One common theme in oncology and chronic diseases is that
the carlier we intervene, the better the outcomes for patients. We're approa-
ching these challenges from every angle.

We also strongiy focus on improving patient outcomes in cardiovascular, renal,
and metabolic. In particular, we are advancing therapics for heart failure and
have renewed attention on hypertension, which has been somewhat overlooked
in recent years. We're also focusing on dyslipidemia, a renal product portfolio,
and we are moving into the weight management space. On the respiratory side,
we continue focusing on improving outcomes in Asthma and COPD, with mul-
tipie new molecules in development, and we are expanding into Immunologyr

Our newer focus area is vaccines and immune therapies, wich a focus on serious
bacterial infectious diseases and irnmunocornpromised patients, with several
molecules in development. Our work spans a range of targets, including RSV,
HPV, and influenza.

EF: The timing of the treatment is crucial. Can you expand on how AstraZe-
neca is focusing on that?

AB: In the case of chronic diseases, many are preventabie or can be significanriy
delayed with carly diagnosis and effective intervention/treatment. Conditions
such as chronic kidney disease, heart failure, diabetes, hypertension, and dys—
lipidemia, which are future portfolio focus areas for us, can all benefit from
earlier management. Carching and treating illnesses early can heip prevent
other health issues and improve patient outcomes.

We cannot achieve this alone, however; it requires strong partnerships with
healthcare systems and a shared recognition of the importance of early scree-
ning, diagnosis, and preventative care. The healthier we can keep individuals,
the more they can contribute to society by Working, paying taxes, and su-
pporting their families. It’s important to remember that when one person falls
serious]y ill, the impact often extends to fhmiiy members who carry a heavy
emotional and practical burden. At AstraZeneca, we work with partners such
as clinicians and institutions, societies, and also insurers, on real-world data to
demonstrate the gaps and opportunities, and then with the same to recommend
any improvements.

EF: What is AstraZeneca's perspective on the opportunity that data and digi-
talization represent in Germany?

AB: Data and digitalizarion are one of the untapped opportunities in Germany
that could significantly help reduce costs and drive insights into better care
or even inefficient care.

Currentiy, less than 10% of‘patient data is structured in a way that makes it truiy

usable. This presents an enormous opportunity to digitize data, better unders-
tand what is working and what is not, create efficiencies, improve quaiity of



care and outcomes, and ultimately free up funding for the healthcare system,
forming a positive cycle. An analysis by McKinsey shows that more digital
solutions in the healthcare system could reduce costs by 42 billion curos. Mo-
reover, digitization could also help in clinical trial recruitment, encouraging
more innovation in Germany.

EF: What have been some of the strategies that you have employed to attract
and retain top talent in such a competitive market?
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AB: Attracting and retaining talent for us is ﬁmdamentaﬂy driven by purpose.
We are a bold and courageous company with ambitious goals. Our AstraZeneca
Germany “Made for More” campaign is a concept born from deep internal
reflection a few years ago. It highlights our belief that we deliver a positive,
meaningful impact. This ethos runs through everything we do, including our
sustainability efforts.
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Christian Wieszner

CSL Behring
Managing Director And Vice President DACH Cluster

EF: Can you share your mission and vision when starting this role?

CW: Whenever [ step into a new role, I always ask myself: How can I guide my
team to make a lasting impact? Returning to (:erman) after spendmg most
of my career abroad has been an interesting experience. Germany is facing
challenges, but it also presents significant opportunities. One of my main goals
has been to position Germany at the forefront of bringing CSLs innovartions
to patients. That means improving access and reducing barriers in a way that
benefits everyone—patients, the public healthcare syscem, and CSL.

‘ ‘ Our rcsponsihi]itv is not just to introduce in-
novation but to ensure it reaches patients in a finan-

ua]lv sustainable wx ay. ’ ’

This is particularly relevant when it comes to gene therapy. Beyond that, [ am
focused on strengthening CSLs presence in Germany, building a high-perfor-
ming team, and creating an inclusive and diverse culture that drives innovation,
agility, and success.

EF: What can we expect from CSL Behring in Germany in 2025, and what
are your key priorities?

CW: Every year brings new opportunities and challenges, and this one is no
different. In Germany, the political landscape is shifting, with clections happe-
ning sooner than expected. At the same time, the healthcare system is evolving
and making progress but also facing new obstacles. From a company perspec-
tive, we are preparing to launch two new products. Europe, and Germany in
particular, have become key players in the plasma industry. While innovative
products like monoclonal antibodies and gene therapy are exciting advance-
ments, the foundation of our business remains plasma.

Germany plays a 1eading role in this field, supported hy highiy specialized
manufacturers and providers responsible for plasma collection and developing
innovative plasma-based treatments. CSL has a strong presence in Germany,
especially in Marburg, where we have a major production footprint. It is crucial
that decision-makers, policymakers, and the public at large understand the
significance of the production of plasma derivatives. Recognizing the unique
nature of this industry is the first step in ensuring its continued success and
advancement.

EF: Can you provide an overview of your current portfolio and how you expect
it to evolve in the coming years?

CW: CSL operates through three main divisions: CSL Behring, which focuses
on therapies for serious medical conditions; CSL Seqirus, which is responsibie
for influenza vaccines; and CSL Vifor. In total, the company employs about
32,000 peop]e worldwide. At CSL Behring~ our mission is to not only deveiop
innovative therapies but to ensure they reach the patients who need them most.
We focus on key therapeutic areas, including immunology, hematology, car-
diovascular and metabolic diseases, respiratory conditions, and transplants. To
support this, we have built three core scientific platforms: plasma fractionation,
which is the foundation of our work; recombinant protein therapies, especially
for hemophilia; and new, cutting—edge approaches like cell and gene therapy.

Germany plays a crucial role in our rescarch and development efforts. Beyond
commercial operations, which I oversee, we also have a strong R&D presence,
backed by over $5 billion in investment over the past five years. This com-
mitment to innovation is what allows us to continue developing life-saving
treatments. Looking ahead, we are expanding geographicaﬂy—not justin Latin
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America and Asia-Pacific but also within Europe. However, just as important
as growing our presence is advancing our portfolio. At the beginning of this
year, we received regulatory approval for a new treatment option for hereditary
angioedema (HAE), in Australia, the UK, and Europe, which was only recently
approved by the European Medicines Agency... CSL has been committed to the
HAE community for over 45 years, and this new therapy is a significant step
forward in improving patient care.

EF: What strategies do you use to develop local skill sets and equip your team
to manage new scientific and technological advancements?

CW: I think it is not just about introducing new treatments to the market—it
is also about adapting as a company and developing the right skills to support
these innovations. We need to strike a balance between experienced employees,
whose knowledge and achievements are invaluable, and new colleagues who
bring fresh perspectives from other parts of the industiy or even different in-
dustries. This mix helps us evolve not just our business model but also the way
we approach innovation. Take for example the first gene therapy for hemophilla
B approved in the EU, representing a groundbreaking scientific advancement.
Beyond the science, it also introduces new challenges in terms of making such
a treatment accessible and sustainable within public healtheare systems. Unlike
traditional therapies that require lifelong treatment, this is a one-time therapy
with the potential to significantly improve a patient’s quality of life. However,
the financial model for such treatments is differenc—it presents an upfront cost
rather than ongoing payments, which can put pressure on healthcare budgets.

Addressing these Chal]enges requires a team that is innovative, adaptable, and
willing to tackle new problems head-on.

EF: Can you provide an overview of Germany’s strategic importance to CSL
Behring and your commitment to the country?

CW: Germany is one of our most important markets, not just for business
growth but also for research and manufacturing. The country has a strong
ccosystem for the plasma industry, and we want to ensure it remains attractive
in the future. That is one of the key challenges my colleagues and I are wor-
king on. Currentiy, CSL empioys over 4,000 people in Germany, with a major
presence in manufacturing, commercial operations, and research. Marburg,
in particular, plays a crucial role, in producing therapies for patients in more
than 100 countries. The site is closely linked to our commercial footprint in the
Frankfurt arca and is part of our effort to build a strong innovation ecosystem
for life sciences. Marburg has deep roots in the biotech and healthcare sectors,
with strong partnerships between CSL Behring, local startups, poiicymakers,
and universities. To reinforce our commitment, CSL has invested more than
€600 million in the Marburg site in recent years, including a state-of-the-art
basc fractionation and one of its largest R&D centers in the world, located in
the heart of Germany. Additionally, we operate 17 plasma collection centers
across the country, ensuring we maintain a strong and independent supply
chain, reducing reliance on plasma collected in the U.S., especially given global
uncertaintics like elections and policy changes.

The pandemic highlighted the importance of a stable p]asma supplyi During
that time, we faced significant shortages of plasma-based therapies, which are
essential for patients with chronic immune deficiencies. To avoid future shor-
tages, we need a business environment that supports both manufacturing and
commercialization. lncreasing production costs, energy prices, and inflation
present significant challenges, especially in the plasma industry, where manu-
facturing is more compiex and expensive, based on ionger production and plan—
ning cycles compared to producing traditional pills. Since plasma collection
costs are high and cannot be easiiy scaled, we need po]icymakers to recognize
the unique challenges of plasma-based therapies.



To support the industry, we must raise public awareness about the importance
of plasma. The government plays a key role in educating the public and ensuring
policies protect sustainable patient access to plasma therapiesi One major issue
is the practice of mandarory discounts on plasma-based products. With global
demand for immunoglobulins exceeding suppl}n imposing price controls in
Germany could drive these critical products to other markets, putting German
patients at risk. Additionally, policies like the automatic substitution of plasrna
therapies, similar to what happens with generic drugs, are problematic because
there are only a few manufacturers, nial(ing such substitutions impractical and

potentially harmful.

EF: Are you Working on any initiatives to raise awareness about diseases like
hemophilia and plasma-related therapies for stakeholders, patients, and their
families?

CW: We are deeply committed not only to plasma-based therapies but also
to advancing treatments in the key therapeutic areas we focus on. Our goal is
to make a real difference in the lives of‘patients and their families. To achieve
this, we focus on what we do best—research, development, manufacturing, and
ensuring patients can access our products. Beyond that, we actively support
patient advocacy groups and scientific communities to raise awareness, educate
healthcare professionals, and foster scientific discussions. We see ourselves as
part of a larger healthcare system and work closely with various stakeholders to
drive progress which clearly include payers and policy makers as well.

One major breakthrough in healthcare is gene therapy, which has the potential
to transform medicine by treating or even curing discases previously considered
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untreatable. This is not just about our asset, but about a broader revolution in
treatment. However, while gene therapy offers incredible opportunities, it also
presents major challenges in terms of funding and infrastructure. Regulators,
such as the U.S. FDA and the European EMA, anticipate around 20 new gene
therapy approvals per year in the coming years. This means healthcare systems,
especially in Western countries, must prepare for both the benefits and finan-
cial challenges that come with these innovations.

At the start of 2023, CSL Behring achieved a significant milestone when the
first gene therapy for hemophilia B, received approval from both the FDA and
EMA. This treatment can significantly reduce bleeding episodes with just a
single infusion. However, bringing such a groundbreaking therapy o patients
requires more than just approval—it also requires new approaches to reimbur-
sement and pricing. To ensure patients can access gene therapies, we need to
rethink how these trearments are funded.

In Germany, we are currently negotiating pricing with the national health
insurance (GKV-SV). Our proposal is a success-based annual payment model,
which ensures predictable costs and aligns with the price of existing long-term
treatments. Under this model, reimbursement would be spread out over several
years, only continuing if the treatment proves successful. This approach could
make gene therapy more sustainable for healthcare systems while ensuring
faster access for patients. We are excited about this initiative and remain com-
mitted to worl{ing with stakeholders to find sustainable ﬁrnding solutions for
innovative therapies. Our hope is to successfully conclude these negotiations in
the first quarter of this year and continue driVing medical innovation forward.
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Andreas Burkhardt

Teva Pharmaceuticals

SVP General Manager, Germany | Chair, ProGenerika, Germany

EF: What are the priorities on your agenda right now, and what can we expect
from Teva in 20257

AB: The generic industry in Germany is grappling with signiﬁcant cha]lenges.
These stem from serict regulatory mechanisms aimed at driving down prices,
which are enforced by authoritics. This has resulted in supply shortages and
made it increasingly difficult to deliver a broad portfolio of generics to patients
in Germany. Addressing this issue remains a key focus for us.

For the first time, the Minister of Health acknowledged that excessive pressure
and minimal margins are the root causes of the current situation. However,
the impact of the new 1egislation has been minimal, covering just 1% of the
portfolio.

Despite these limitations, some progress was made, particularly with children’s
medication. The Minister analyzed areas of supply shortages and took appro-
priate measures, such as halting tenders and easing price pressures to stabilize
supply. While these actions are commendable, they must be expanded to inclu-
de more products to create a sustainable system. The inability o adjust generic
pricing, especially in the face of inflation over the past 3 years, has exacerbated
the issue. Rising costs have placed additional strain on an already tight system.

The legislation has also introduced new requirements, such as extending pro-
duct storage to six months. This approach, while well-intentioned, is imprac-
tical, especially for products already in short supply across Europe. It forces
production to prioritize warchousing rather than fulfilling market demands.

Internally, our focus will also include profitable growth in order to support our
pivot to growth strategy and prepare for upcoming product launches, which
represent a significant opportunity, but they also require careful preparation.

Another pressing issue is the EU’s Green Deal and its irnplications for the phar—
maceutical industry. For instance, the Urban Wastewater Treatment Directive
(UWWTD) mandates building advanced puriﬁcation systems across Europe.
The pharmaceutical and cosmetic industries are expected to fund the associated
costs, which could reach douhle—digit billions. With no ahility to raise prices,
this poses a severe challenge. The rationale behind targeting these industries
remains unclear, and such measures risk undermining European healthcare
systems. Additionally, we face uncertainties surrounding the implementation
of this legislation, as individual countries are now tasked with determining
how to enforce it.

Numerous legislative challenges are impacting the pharmaceutical industry,
one of which involves F-gas, a critical component used in pressurized inhalers.
These inhalers rely on F-gas, and if their use is restricted under new environ-
mental regulations, the industry will face significant hurdles. First, manufac-
turers would need to redesign these inhalers, which is no small task. Second,
this would increase production costs in an environment where margins are
already extremely low.

For example, products like salbutamol for asthma patients are already unpro-
fitable under current conditions. With the introduction of this legislation,
continuing to produce such items would be financially unviable, potential]y
leading to supply shortages for patients who rely on them. This is a critical
issue, as it does not merely impact businesses but directly threatens patient
access to essential medicines.

We are among the few companies striving to maintain an equal balance be-
tween innovative and generic businesses within a single organization. This
hybrid approach is unique and presents a compelling opportunity for us. On
one hand, we can achieve growth through the introduction of new products
and the implementation of a forward-looking strategy. On the other hand, we
can focus on improving the efficiency of our generics footprint and optimizing
operations to make it more sustainable and effective.
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EF: Could you claborate further on the generics landscape in Germany from
Pro Generikas perspective? From Teva’s standpoint, how crucial is it for the
company to be actively involved in shaping the future of this landscape?

AB: At Teva, we are one of the largest, if not the largest, healthcare medication
providers in Germany. When you combine our generics and OTC offerings,
we are undeniably the volume leader. This gives us a substantial presence in
the market, and with that comes the responsibilit)7 to advocate for the system
and fight for our parients.

Germany has one of the highest generic conversion rates, with 80% of medica-
tions being generics. However, we are heading ina problenutic direction. The
country increasingly depends on Indian and Chinese suppliers. While there is
nothing inherently wrong with these suppliers, an overreliance creates vulnera-
bilicies. A balanced approach is necessary, but the current system in Germany
not only fails to encourage balance but actively disadvantages local or regional
production due to stringent regulations and burcaucracy. This gives an advan-
tage to countries with fewer constraints, where production costs are lower.

EF: Could you provide an overview of why Germany holds strategic signifi-
cance for Teva as a global group and where you see potential for continued
investment in the market?

AB: Germany is strategically significant for Teva due to several factors. First, in
terms of pure numbers, Germany is the fourth-largest pharmaceutical market
globally and the second-largest market for Teva after the U.S., albeit with a
notable gap.

Historica]ly, Germany’s importance grew significzmtiy with Teva’s acquisition
of Ratiopharm. Before this acquisition, Teva’s presence in the European generics
market was limited and fragmented. The acquisition clevated Teva's position
in Germany from 15th or 20th place to 1st or 2nd, underscoring the strategic
value of the German market.

Additionally, Teva has established complex production capabilities in Germany,
particularly in Ulm, which is home to facilities producing solids, supplements,
creams, and ointments. This site also houses the largest sterile nasal spray manu-
facturing unit within the Teva network, showcasing the advanced technologies
and expertise concentrated here. These capabilities are unique and vital to Teva's
global operations.

One notable example is the decision to establish a biopharmaceutical produc-
tion site in Germany. I was part of the team promoting the German site during
an internal competition led by an external company.

Despite other countries offering significant tax benefics, the decision clearly
favored Germany. The rationale included the availability of a highly educated
workforce and the advantage of being part of a biopharma cluster stretching
from Germany to Milan. Within a four-hour radius, the region is home to nu-
merous biopharmaceutical companies, institutions, and universities specializing
in chis field. These factors were decisive, given the cornplexity of hiopharmaceu—
tical production and the need for expertise to manage ic effectively. The strong
pool of talent and resources in Germany ultimate]y made it the ideal choice.

EF: How is Teva’s “Pivot to Growth” strategy being translated into the German
market, and are there any upcoming innovations you're particularly excited
about that will contribute to the growth of Teva in Germany?

AB: We are preparing to launch products that have already been released in the
U.S., such as one for tardive dyskinesia. Additionally, we are Working towards
the launch of a product for a long-acting version for schizophrenia. The pre-
parations are well underway. We are also supporting studies on our Anti-TL1A
product, for which we recently released promising Phase 2 results.
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In chis regard, you may be familiar with Germany’s AMNOG system, which
requires companies to prove their drug offers added value compared to the We have a solid foot p rint in Germa ny. with
“ b)

current standard of care. If successful, this allows for price negotiations and the . . . .
potential for a higher price than the standard. The process is clearly defined, 2 broad p()rthllO. Our goa] is to offer innovative

iling th c ired h iteria. .
detailing the data and structure required to meet these criteria. products that address unmet needs and contribu-

te significantly to the healthcare budget by provi-
) y getbyp

ding generics. ’ ’
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Urs Voegeli

J&J Innovative Medicine

Managing Director, Germany

EF: What mission did you set for yourself in Germany, and what do you want
to achieve there?

UV: I'm 1ncredlblv happv and g‘ra[efu] to be back in Germany after six years.
Living and workmg for Johnson & Johnson in different countries, as 1 did,
gives you a fresh perspective and helps you see your work globally. We are 100%
focused on innovation. Our goal is to develop groundbrukmg medicines and
make them available to the right patients as quickly as possible, both now and
in the future. We likely have the scrongest pipeline in the industry, with an
investment of around $6o billion in the past two years alone. That speaks o
our commitment to addressing unmet medical needs.

On top of that, my aim is to engage deeply with thought leaders from all arcas
of the German healthcare system, including patient organizations, phvsicians
scientists, policymakers, and industry associations, to understand both the
medical needs and the challenges in this market and figure out how we can
overcome them to help patients even more. Finally, there’s a bigger question
we need to address: how can we make Germany’s healthcare system more fu-
ture-proof? We need to ensure both patient access to medical innovation and
a stronger position for Germany as one of the ieading countries in medical
research. There’s incredible talent here, but Germany has lost its global edge.
Once again, we want to heip change that and make it a top destination for
pharmaceutical innovation.

EF: How do you assess the current landscape in Germany? How can we get
back to futureproofing and making Germany the pharmacy of the world, and
what are the hurdles in that respect?

UV: Having an international career and working in different markets puts
things into perspective. Take Australia, where I worked for the past two years.
The industry there launched a campaign called The World’s Biggest Waiting
Room because patients often face long delays. On average, they wait more than
a year and a half longer than patients in Germany for drug reimbursement, if
they get reimbursed at all. The overall availability of innovative medicines is
also much lower compared to Germany. So, while Germany is a large marker,
ic still stands out for its value-based and relatively fast reimbursement system.
That’s a definite positive. However, medical progress has led to an erosion of
the value-based core of the German AMNOG. We need to modernize the
system to ensure that patients can rely on having early access to innovations
when they are in need.

The National Pharma Strategy was one of the most signiﬁmnt developments
during my time away. It was a clear signal from the previous government, ack-
nowiedgmg the pi’l'll maccutical industry as a critical sector for Germany and
laying out plans to boost research, m(muf(lgtuimgv and access to innovation.

There have been early steps in the right direction, such as the Medical Research
Act, which sets priorities and KPIs for medical research in Germany. It’s a good
start in closing the gap with other countries by improving speed and cutting
bureaucracy. But that’s not enough. The real goal shouldn’t just be to catch up.
It should be to position Germany as one of the leading countries in medical
research and innovation. With its wealth of talent and resources, there’s no
reason it can’t reclaim that status.

EF: What is the strategic significance of Germany to J&]J as a global group?
How does the value that Germany brings as a country go beyond just being
a big market?

UV: Firstis eariy innovation. Germany has some incredible startup companies
we're already collaborating with, and we want to build on that further. The
country also has top-tier medical universities and hospitals, rnaking it a strong
environment for large clinical crials.
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Another crucial factor is Germany’s reimbursement system. To ensure reliable
eariy access to innovative medicines and therapies even in the future, it is cri-
tical to modernize this system in a value-based way. Frequent policy changes
create uncertainty that doesn’t align with our long research and investment
cycles that span up to 15 years. A stable policy framework and reliable innova-
tion-friendly framework conditions are key to fostering innovation.

EF: With the perspective of having worked in different markets, how do we
assess Germany when it comes to making sure patients get these groundbrea-
king innovative treatments, and how can we make sure they get access quicker?

‘ ‘ Our pipe]ine is one of the strongest in the

industn md we are dt‘CP]\ u)mmltted [ ‘lddl (‘\S]ng

tOMOIrrow’s unmet lﬂLdlC li I]LLd\ i'l "Om L(” ‘llld i_,LnL
t]’lC \pV to interv GnthﬂJ] 01‘1(0]0 ill’ld dI’Ll%’

bination devices. ’ ’

For Germany to remain an innovation—friendiy market when these breakthrou-
ghs reach reality, several things must happen. First, we need predictability, clear
and stable guidelines on evidence requirements, comparator treatments, and
clinical trials thac are fit for purpose. This is where we strongly advocate for
reform. Germany’s current pricing and innovation assessment law, AMNOG,
is 14 years old, but medical advancements have grown exponentially. While
AMNOG's core princip]e of value-based healthcare remains critical, it needs
updating to reflect modern medical innovation. This means two things: first,
adapting to new technologies like cell and gene therapy to ensure proper mea-
surement of their value, and second, redefining clinical endpoints.

com-

Our position is clear: AMNOG reform should be driven by science and evi-
dence. The new government must take action to sustain Germany’s role as a
market where patients can access groundbreaking medical innovations quickiy,
reliably, and predictably when they are in need.

EF: Do you have anything upcoming in the pipeline that sparks your interest
or something you think will impact the patients within your market?

UV: I am particularly excited about a groundbreaking advancement from J&J:
an interventional oneolog\ drug-device combination that has shown promising
carly trial results. I can’t talk with an oncologist today without them asking me
about this therapy. The) are genuinely happy because they see how much this
could change patients’ lives—nort just by improving treatment effectiveness
but also by making a real difference in their quaiity of life. What excites me is
how combining a drug with a device creates a more precise, targeted approach.
This means better patient outcomes, with fewer side effects and less burden,
which is important in cancer care. It’s a great example of how innovation can
tackle unmet needs meaningfiﬂly, and [ feel incredibiy proud to be part of it.

EF: What would you like to share as a final message or mission for the future?
What do you hope for the coming years now that you are back in Germany?

UV: Looking at Germany on a broader scale, it’s time to be bolder than ever,
to think big and stay connected. Healthcare policy is also economic pohw
and we need to connect the dots, plan for the long term, and act with a scrong
sense of urgency for what needs to be done today. 'm fully committed to this.
By working with industry players and key stakeholders, I am confident we can
achieve the best patient outcomes while strengthening this country’s medical
and scientific industries.
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Thomas Weigold

Sandoz & Hexal

Country President Sandoz Germany And Chief Executive Officer, Hexal AG, Germany

EF: As you continue to execute the company’s purpose-driven strategy, how
does that translate to Germany, and what does this year have in store for you?

TW: Germany is actively involved in nearly every aspect of the healthcare system,
and as a company, we're proud to be the leader in this market. Every year, we sell
200 million packs in Germany, and in terms of size, we’re comparable to our two
main competitors, Ratiopharm and Stada combined. We operate across multiple
segments, from biosimilars in the retail sector to OTC products, covering the
healthcare system’s and patients’ essential needs.

‘ ‘ We're at the forefront ()Flaunching new pro-
ducts, and in many cases, Gcrmzmy is one of the first
markets to introduce them. That’s part of our pur-

pose: pionccring access for patients. ’ ’

What excites me most about this market is that we're continuously shifting from
exclusive originator products to expanding access through what we do. We've seen
this clearly in the biosimilar sector. It’s not just about offering a more afforda-
ble option that eases the financial burden on healthcare systems. It also allows
doctors to transition patients to biosimilars or biologics much earlier, creating a
double positive impact on society.

Our goal remains to meet basic market needs while being among the first to
introduce more affordable medicines. Looking ahead to 2025, we see many oppor-
tunities where this approach can make a real difference. The cost pressures across
Europe, parti‘cularlv in Germany, are growing, and we can ease that burden by
providing affordable medicines to a much broader population.

EF: What do we need to do now to ensure financial sustainability for generics
in Germany in the years to come?

TW: This is one of the biggest challenges we're currently dealing wich. If you
look at the German healthcare system, it’s clear that we need to L{go a better job
of educating people about the reality of pharma. Pharma isn't just one thing; it’s
not just about innovation and breakthroughs. About 20% of the market consists
of originator drugs, some groundbreaking, offering exciting new treatment op-
tions. Still, they also come with a hefty price tag and serve only a fraction of the
population. A'strong healthcare system needs innovation. But what often gets
overlooked is the remaining 80% of the medicines, generic medicines people

rely on daily.

With ongoing shortages in Germany, people finally realize the impact of that
neglect. They're wongcring why certain medications are suddenly unavailable
as if’ they were always a given that antibiotics or cancer treatments would just
be available. But we haven't been taking care of this segment as we should. Now,
factor in how quickly Germany’s population is aging. If you project five years
ahead, the demand for medicines will increase dramatically. Whether politicians
like it or not, this issue needs attention. But so far, the response has been to keep
squeezing costs. That strategy is hicting its limit.

As an association, we've proposed how to manage at least the most critical me-
dicines, those 200 to 300 products where shortages cannot occur. Our approach
is to monitor these medicines throughout their life cycle. There must be an early
warning system as they move into a yellow or red zone, meaning supplies are
shrinking, and fewer companies are producing them. Right now, the pattern is
predictable: you start with 20 suppliers, but over five years, intense cost pres-
sures drive most of them out until only one or two remain. The key question
is: when do we step in and reform the system to prevent this from happening?
Because once you reach an oligopoly, ic's bad for businesses, patients, and the
entire healthcare system. .

At some point, we have to stop basing everything on price alone. Instead, we
should create a system that allows multiple suppliers to share the market as we

do with biosimilars, which has worked well. Prices still come down, but we also
maintain a reliable supply.
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The challenge, of course, is getting our voices heard. We're working on this indi-
vidually, through conversations, and collectively as an association, bringing these
proposals to the table. The segment of the market thats often ignoreg, the one
providing 80% of medications at a fraction of the cost of big pharma, is crucial.
To put it in perspective, let’s look at Europe as a whole. Generics typically com-
prise about 70% of medications and 30% of healthcare budgets. But it’s even more
skewed in Germany: generics represent 80% of drugs, yet they only receive 7% of
the budget. "This imbalance exp]ains Why Germany faces such a uﬁique pro lem
after 15 years of this model. It’'s also why more and more companies are exiting
the market. Having worked in Poland, Switzerland, and Sweden, I know that the
balance between fmancing innovators and generics is fundamentally differenc in
those countries. We need to address this before it’s too late.

EF: How do you leverage Germany as a manufacturing and exportation power-
house?

TW: We've been deeply committed to producing locally in Germany for decades.
This commitment begzln under Sandoz and continued with the companies we
acquired in 2005, like Hexal and 1A Tt makes sense to have factories close to your
consumers, and that’s exactly what we've done. Salutas, our factory in Barleben, is
ce]ebrating its 3oth anniversary this year. It’s one of the 1argest factories g]oba”y,
producing an incredible 10 biﬁion tablets annually. Half of that output stays in
Germany, while the other halfis exported to around 100 countries. It’s a facilicy
we're incredibly proud of, and we're grateful for the support we receive from the
local government.

Our site in Rudolstadt focuses on inhalers and asthma products. In Holzkirchen,
we have our German headquarters and a factory specializing in patch production,
a comp]ex techno]ogy not many companies invest in. We expanded the site two
years ago by investing in a new biosimilar development center. Altogether, this
gives us the largest consolidated footprint of any Sandoz country. It demonstrates
our commitment to manufacturing in Germany and research, development, and
serving the local market.

Out of the 10 billion tablets we manufacture, a significant portion falls into key
categories like cardiovascular treatments, hypertension, di:lECtCS, and pain relief.
That makes up a major part of our portfolio. At the same time, we participate
in tenders, leveraging our scale in Germany and across the entire company. This
allows us to take ad%/:mtagc of economies of scale, which is crucial when you
must be efficient and price-competitive. In this segment alone, we have around
2,800 products.

Then there’s OTC, where we also have a strong presence. Biosimilars are a relaci-
vely newer player in our portfolio but have grown steadily since we entered the
space more than 15 years ago. Germany was one of the first countries to introduce
biosimilars. Developing biosimilars requires specialized expertise, but we have the
knowledge and capnbﬁity to develop, manulgacturc, and market these products
in-house, which gives us a huge advantage.

The biosimilar landscape is set to expand significantly over the next 10 years;
around 100 biologics Wiﬂ go off-patent. In Germany, we've taken a smart, strate-
gic approach rather than rushing into the market. We already have 10 biosimilars
on the market, with plans to launch four more this year alone.

EF: Do you have a final message you would like to share, something you wish
to add about 2025 that excites you, or any reflections to wrap up the interview?

TW: We are in a situation where, as a company, we have a big role to play in
serving society with affordable medicines. But at the same time, we also need to
speak up when we see things heading in the wrong direction. High burcaucra-
¢y, over-regulation, and high price pressure can become an unfavourable mix.
Germany and Europe have an ongoing Eolitical debate about supporting local
production better. But we need to go beyond just talking about it, we need
real incentives. One example is antiEiotics. We finally got a law that includes
a dedicated slot in tenders for European production. 'lﬁat’s a step in the right
direction. One of the largest penicillin production sites isn't in Asia or Latin
America but in Austria. So, we know it’s possible. The next step is scaling that
approach to other areas. It’s about rebalancing our current over-reliance on glo-
baf supply chains, which is no longer susrainaile. Every country has the right to
encourage local production, and we should actively invite companies to%ﬁuild
factories here in Germany.
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Manfred Heinzer

Amgen

Vice President And General Manager Germany

EF: How do you assess the current environment in Germany following the key
legislative changes, and how has Amgen’s work been affected by the recent
legislative changes?

MH: Germany has tradicionally profited from the cutting«dgc pharmaceuti-
cal sector; thus, this sector is 51gn1ﬁcant to our country’s economy. However,
Germany lost its competitiveness over time comparcd to the USA and Asia
Pacific. Due to budgetary constraints, the health ministry at the time introdu-
ced the Statutory Health Insurance Stabilization Act, which had three main
components: ﬁrst, they introduced additional AMNOG * gumdmlls . second,
they increased the mandatory rebates by 5% for 2023; and third, they introdu-
ced a combination rebate of an additional 20% for all medications that will be
applied in combination therapies. This fundamentally undermined an inno-
vation-friendly environment. While it did save some money to some extent,
in the short term, it sent devastating signals and made innovation much more
difficult, creating a hostile and constrictive environment for pharmaceutical
companies in Germany.

Since we achieved a better understanding of the interlinked consequences of’
health, innovation, and economics policy, the federal government of Germany
finally started to recognize that the innovative pharmaceutical and biotech
sector is one of the few strategically significant industry pillars for the first
time. Through their Pharma Strategy, the federal government highlighted eight
distinct activities that will not only improve the state of our indusny but also
increase our competitiveness in terms of clinical research and prevention. These
activities include, but are not limited to, enhancing clinical research, reducing
burcaucracy, and utilizing digitalization. Overall, despite the difficulty we faced
in 2023, the government realized they needed to make changes because they saw
us finally not only as a cost factor in the health sector. They saw us as an im-
portant contriburor to and access to innovation in conjunction with academia
and clinical crials, as well as the economic contribution our industries bring to
the country as an industry.

EF: Could you briefly describe Amgen’s presence in Germany and the coun-
try’s strategic importance to Amgen as a g]obal organization?

MH: Germany is a country in which innovative pharmaceutical treatment
options are launched first in general. Therefore, this has an elevated strategic
value in the pharma sector, as well as for us as Amgen with headquarters in
the United States. This essentially ensures instant access to innovation and
innovative treatments for patients in Gerrnany Founded in 1980, Amgen is
considered the world’s largest independent biotech company. First and fore-
most, Amgen’s primary goal is to thrive on a global scale by leveraging biology
and technology to truly address some of the most difficult diseases around the
world. In Germany, we have clustered our portﬁ)lio and medical offérillgs into
four big therapeutic areas: oncology and hematology, cardiology, bone and
inflammation, and rare discases.

These pillars are focused on discovering medications that would ultimately
improve humanity by enabling patients to live longer, better, and more ful-
filling lives.

As we dug deeper into oncology and hematology, we pioneered cancer treat-
ments that speciﬁcally target one of the most difficule diseases in the tumor
arca. Among these is the bispecific T-cell engager technology platform called
BiTE. This research site is also based here in Germany, south of Munich. Due to
its longstanding research focus on BiTE technology, Amgen Research Munich
is one of our major rescarch centers.

Another crucial therapeutic area is cardiology, which is among the most pre-
valent discases in our socicty. For instance, cardiovascular discases have been
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1csp0ns1b]e for around 350,000 fatalities in Germany last year. By addressing the
main risk factors for heart acracks, such as LDL Lholesterol 1eg1114ted bv PCSK-

9, the likelihood of heart atcacks, strokes, and other cardiovascular events can be
significantly reduced. According to the WHO, osteoporosis is another signifi-
cant area where there is still a high level of undertrearment leading to fractures.
Approximately 6,000,000 German patients, mostly women, remain untreated,
representing a sizable fraction of the population. Our medicine significantly
reduces the risk of fractures with a bi-annual therapy. Another key therapeu—
tic area is theumatoid archritis and Crohn’s disease, which affect millions of
people in Germany.

The recent acquisition of Horizon 'Iherapeutics allowed Amgen to access the
highly unserved new field of rare diseases, which complements our existing
portfolio very well.

As one of the pioneers in biotechnologv Amgen is one of the key experts
in efficiently manufacturing biologics. Hence, biosimilars complement our
portfolio within the identified four therapeutic arcas. Amgen, therefore, offers
further options for more affordable options each time a respective patent of a
biological medicine expires.

EF: Do you, as Amgen, see a clear road ahead for bringing also rare disease
treatments to markert in Germany?

MH: Yes, we do. However, based on the very low patient numbers, it is often
difficult or even impossible to find the appropriate comparator treatment in
the clinical development programs. Hence, in collaboration with our pharma
association vfa, we are attempting to modernize the AMNOG methodology,
which has demonstrated value for more than a decade. Particularly for gene and
cell therapy, the current AMNOG philosophy will have to evolve if patients in
Germany will still benefit from early access to these innovations.

EF: The topics of Al and technology are hotly debated. How can you concen-
trate on practical, helpful uses of technology to improve your workflow and
ultimately help the patient?

MH: Our organi‘/ation has always relied heavily on innovation, which will
support our mission “To Serve Patients. lntern’illv we consider it to be one of
those pivotal times when our industry can benefit from combining both tech-
nological and biological innovation. We are currently focusing on merging these
two technologies. We have also had the good fortune to collaborate for years
with companies that specialize in arcificial intelligence, such as OpenAl and
Microsoft. As a result, we aim to use this technology to accelerate innovation
throughout our entire value chain.

As a company, we completely embrace technology, and we have been making
significant investments in data science, artificial intelligence, and other tech-
nologies for years. Our goal is to develop next-generation medications with the
greatest possible impact. For instance, we discovered that Al will fundamentally
change the way we conduct business along the whole value chain. We have
already reached a point in the lab where we can significandly shorten the time
for research and clinical development.

For this reason, Amgen has also developed a supercomputer named ‘Freyja’ in
collaboration with NVIDIA. It’s located at Amgen’s deCODE genetics head-
quarters in Reykjavik, Iceland. Tt will assist our organization in analyzing the
vast amount of data.

EF: As Amgen approaches its 45th anniversary, what message would you like

to convey to your staff'as you reflect on your achievements in Germany and
approach this milestone?



‘ ‘ Amgen is an amazing company that has de-
monstrated over the years and decades that we truly
place innovation at the forefront with discovering
first- or best-in-class medicines in therapeutic areas

of high unmet medical need. ’ ’
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Lets together embrace our unique moment to maximize innovation by appl-
ying artificial intelligence across all of our key business processes to accelerate
processes or achieve results more efficiently. Ac this point, we are on a great
path; the groundwork is solid, and we anticipate a bright future.
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Riidiger Schulze

Ultragenyx
Vice President And General Manager, DACH

EF: How have things evolved over the past two years since we last met, and
what are the current priorities on your agenda?

RS: Ultragenyx has successfully created a drug that addresses an important un-
met need in homozygous familial hypercholesterolemia. At the same time, we're
moving forward with our rescarch pipeline, as Ulrrwgenw( remains focused on
innovation. We are conducting clinical trials for six different rare diseases, most
with participating German investigators. For example, the clinical study for
long-chain facty acid oxidation disorders is now fully enrolled, as is the study
on osteogenesis imperfecta. We're also progressing programs for glycogen sto-
rage disease type 1A (GSDIa), ornithine transcarbamylase deficiency, Wilson’s
discase, and gene therapy for mucopolysaccharidosis type I1IA, a very severe
lysosomal storage discase for which there is no specific treatment, yet. Another
promising development is the antisense oligonucleotide for treating Angelman
syndrome that has started to enroll patients for a Phase 3 study, with several
German sites involved.

EF: How do you assess the national pharmn strategy from a rare disease com-
pany’s perspective?

RS: It’s a step in the right direction. The German government has begun to
recognize that the pharmaceutical industry can create high value with minimal
energy use. Due to Germany’s intentionally high energy costs, Germany has
lost competitiveness in several other sectors. It is clear that improvements are
needed, especi,ﬂly after the major setbacks following the act on stabilizing sta-
tutory healch insurance fmanung (GKVFinStG). This has unnecessarily made
access to much-needed innovation more challenging.

EF: How can we address late diagnosis and the clear shortfall in younger peo-
ple and children, and how can policy and education be enhanced to push
carlier and more accurate diagnostics, espccially rcgarding rare discases?

RS: We could learn from countries that diagnose patients faster, allowing car-
lier treatment, better qualiry of life, and in many cases longer life expectancy.
The gold standard for carly diagnosis is newborn screening. In Germany, the
process to include more diseases in newborn screening is unfortunately very
slow and has not kept up with recent progress in science. Take lysosomal sto-
rage disorders, for example, which are currently not part of general newborn
screening. With current therapeutic interventions, deterioration of neurological
function can be prevented in many patients. Therefore, it is crucial to detect
these patients at a very young age. With generalized genetic newborn scree-
ning, f‘mding these patients before the emergence of irreversible symptoms
seems much more likely. Despite the advances in big data analysis and artificial
intelligence, the time to establish the right diagnosis is still ‘much too long -
many patients still go through a revolving door of specialists without getting
real answers, particularly in diseases with appzlrently unspeciﬁc symptoms.
Fortunately, Germany has a strong infrastructure with rare discase centers
established over a decade ago. However, the referral patterns to these centers
could be more effective. A unified registry across multiple rare diseases, could
be a major improvement by helping generate real-world evidence, especially
in areas where natural hiscory data is limited.

EF: What are the main priorities for rare diseases in the DACH region overall,
and what do we need to a]ign on to move forward innovation?
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RS: Despite efforts from the scientific community, patient advocacy groups and
industry, many rare diseases remain underdiagnosed and undertreated. Because
of the complexity of our healthcare systems, bringing stakeholders together can
be eye-opening and mutually beneficial. Over the past year, I've spoken with
many individual payers and health insurers to better understand their challen-
ges. Their predicament is that the government makes promises that cost sick
funds extra money, luwmg statutory health insurance with no other choice than
to raise extra premiums, which dunages their competitive position and their
reputation. It would benefit patients and payers if we address inefficiencies in
the healthcare system to liberate resources that patients with rare diseases need.
Market access remains a major challenge, and I wonder how this will change
next year when the Joint Clinical Assessment on a European level enters into
effect for ATMPs. It might improve access if real-world evidence is recognized
more often than currently in Germany. The JCA may also accelerate access in
countries that do currently not maintain an HTA, which would be welcome,
but the JCA will not replace current HTA processes in Germany and other
countries. Instead, it adds another bureaucratic layer and extra costs. We need
to learn from experience with this new regulation and jointly flag anything that
does not serve the interests of patients.

Since the inception of AMNOG, around 50 drugs have exited the German
market due to unsustainable pricing. Beyond those that exited, additional drugs
were never launched at all, and the government has recognized chat the strict
pricing guardrails 1mp05Ld by the Act on the Stabilization of Statutory Health
Insurances Financing (GKVFinStG) made things worse by limiting access to
innovative treatments. This could put Germany behind other countries in terms
of therapeutic scandards.

EF: What do you look forward to seeing in 2025 when celebrating the past 15
years since Ultragenyx’s establishment?

‘ ‘ LJ]I’I‘J“(‘H\\ 1S a phenomenal SUCCESS \tOlV
w¢e ]‘hl\’C d&\'CI()pLd m 'll‘lll‘]ghll innovations f'()l‘
P«ltl ents in a ve 1‘ bh()l't time md we're Oﬂl\' leSt

gcttmg started. ’ ’

I am a strong supporter of emerging markets, so I hope that Ultragenyx will
be able to expand into more geographies. I also hope that the positive shift
in biotech ﬁnancing continues, with more investors showing interest in our
industry. Biotech relies on venture capital, as the majority of innovation in rare
diseases comes from small companies. This is an area where Europe is lagging
far behind the USA. Europe has excellent researchers, but we need to be more
effective in ﬁnancing start-ups. In Germany, the new Medical Research Act,
which is about to enter into effect, introduces confidential pricing options
for companies under certain conditions. 'Ihough it includes an additional 9%
slashed off the negotiated price, having this option is a big step forward



Andrea Passalacqua

Alexion

Vice President And General Manager Germany

EF: What are your top priorities now, and what can we expect from you in
20257

AP: We have been leaders in rare diseases for 30 years and are pioneers in
the field of complement biology. The complement system is a key part of the
immune system, and this foundation has shaped our work. Globally, we have
around 5,200 employees. In Germany, we have a strong presence with over 200
employees. Our focus is exclusively on rare discases, and we provide treatments
for seven of them. In Germany, we have six approvcd therapies and are actively
involved in over 20 clinical crials across 120 centers.

‘ ‘ We aim to maintain and strengthen our lea-
dership in rare diseases by 2030. Our goal is to bring

at lC ast flVL new druz_,s to nmrkct b\’ thcn ’ ’

Currently, Alexion operates in 70 countries, separate from AstraZeneca’s foo-
eprint, and we plan to expand to more than 100 countries by 2030. That gives
a broad overview of Alexion’s global vision.

Regarding our priorities for Germany, it is essential to have a clear and focused
set of” priorities rather than too many. With a team of just 200 people, maintai-
ning focus is key. Our first priority is aimed at staying true to our mission and
ensuring that everything we do aligns with Alexion’s purpose.

The second priority is preparing for multiple parallel launches over the next
three to four years. Our pipeline includes several products across various in-
dications, all focused exclusively on rare diseases. This will be a demanding
period, and we must be ready.

The third priority is improving diagnostics As you may know, diagnosing rare
discases remains a major challenge in Germany and globall It can take up to
five years for a patient to reccive a diagnosis, and even when they do, more than
90% of rare diseases currently have no available treatment. Addressing this issue
will be an ongoing prioricy for us.

The fourth priority is influencing healthcare policy, particularly concerning rare
and orphan discases. Rare discases come with unique challenges that must be
reflected in policy decisions.

EF: What is Alexion doing to enhance diagnostics and the patient journey for
those with rare diseases?

AP: The majority of our work in the rare disease space is focused on suppor-
ting diagnosis. It is remarkable that, even in Germany, a country with one of
the highest diagnostic rates, patients still face an average of nearly five years
before receiving a diagnosis. While Germany is ahead of many European and
non-European countries in this regard, there is still room for improvement. In
countries with fewer resources and less access, patients often go undiagnosed
for even longer, and awareness of these diseases is signiﬁcantly lower.
Improving diagnostic rates accounts for about 80% of our efforts. A major part
of this involves education - raising awareness that certain rare diseases exist,
how they can be diagnosed, and what testing methods are available, whether
genetic or biology—based. We also contribute to deve]oping diagnostic tools,
methodologies, and algorithms, including integrating artificial intelligence to
analyze data more effectively.
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Beyond education and tools, we support the medical community in establishing
Centers of Excellence—specialized institutions, often university-based, that
focus on spec1ﬁc rare diseases such as aHUS, PNH, or gMG. These centers help
advance expertise and improve patient outcomes.

Since diagnosing rare diseases is inherently cornplex, it requires coordinated
efforts across industries, scientific experts, and policymakers.

In summary, our approach covers multiple areas: education, diagnostic tools
(including Al-driven solutions), Centers of Excellence, and healthcare policy
shaping. These elements work together to create a more effective and accessible
diagnostic landscape for rare discases.

EF: How do you evaluate rare disease policy in Germany compared to other
markets, and what collaborative efforts are you making to help shape it?

AP: Germany has a strong healthcare system, and its rare discase framework
is generally positive.

One key factor is that once a medicine receives EMA approval, it becomes
immediately available to patients, with only minimal administrative steps re-
quired. This makes Germany one of the top countries in Europe and globally
for access to medicines.

Our goal is to maintain these favorable conditions while identifying areas for
improvement. Right now, there is ongoing discussion around a potential AM-
NOG reform, with various perspectives on how it should evolve. We prioritize
ensuring that any changes continue supporting facilitated access to rare disease
treatments rather than making the process more complex. We want to enhance
the system, not make it more restrictive, so patients can continue beneﬁting
from innovative therapies.

EF: How do you view the potential of Al in the field of rare diseases, and what
are the challenges to its implementation?

AP: I can see the potential for Al in rare diseases. For example, Al can help
with predictive algorithms, where you combine various variables to assess po-
tential diagnoses. This is particularly challenging in rare diseases due to limiced
data and inconsistent information. However, Al algorithms have the poten[ia]
to improve over time by self-adjusting and refining their predictions. This
could make a substantial difference in diagnos[ics, even with smaller patient
populations.

Al can also play a major role in rescarch and development. It can help streamli-
ne the R&D process by processing vast amounts of data more efficiently, po-
tentially benefiting rare discases and other areas.

Another application is in medical education. Al can assist in processing and
summarizing complex medical or genetic information. This could make it ca-
sier to educate physicians, healchcare professionals, and patient organizations
about rare diseases, ultimately improving knowledge sharing and collaboration.

Additionally, we recently partnered with an American company, Envision, to
develop an Al algorithm for analyzing echocardiograms. This collaboration
aims to accelerate the detection of amyloidosis with cardiac involvement, ena-
bling earlier and faster diagnoses. This is just one examp]e, and there are many
other ways Al could revolutionize the field.
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Josip Mestrovic

Zentiva

General Manager Germany And Switzerland, Zentiva

EF: How has the company evolved since becoming independent from Sanofi?

JM: From 2017 to 2018, Sanofi shifted focus and stepped away from the gene-
rics business. It was sold to Advent International, one of the largest and most
experienced global private equity investors. In Germany, this was a huge step
toward becoming an independent business. We were starting from scracch,
building everything from the ground up, hiring people, securing office space,
and structuring the business. Our team grew continuously, and together, we
worked to establish what has become one of Germany»s leading generics com-
panies and partners.

The last six to seven years have been incrediblx7 exciting, especia]lv with Advent
as a strong strategic partner supporting our journey. There’s a huge difference
between being an independent company and bemg part of a big group like
Sanofi, and thac shift required a new focus. I stepped into the role of General
Manager in 2016, taking on the team’s leadership. It’s been an honor to guide
this company through its evolution.

EF: In this year of transition, could you tell us your current priorities and what
we can expect from Zentiva?

JM: 2025 will be an important year, especially for the generics industry. With
the elections in Germany, Wwe are Now seeing a new government taking shape,
and major investments are expected in areas like defense, infrastructure, and
climate, which is a positive step. From my perspective, ensuring a stable and
reliable supply of medicines is as critical as investing in roads, public transport,
or schools. Unfortunately, while Germany has neglected infrastructure for de-
cades, the pressure on the pharmaceutical industry, particularly generics, has
only increased. We are responsible for ensuring the new federal government
understands that key reforms must start now in an aging society like Germany
to secure long-term benefits.

Generics account for 80% of all prescribed medicines in Germany but only for
8% of the total pharmaceutical spending by statutory health insurance. Our
role as an industry is to ensure widespread access to essential healthcare while
ﬁnancially sustaining the system.

Still, instead of‘easing rules, we're seeing new burdens, like extended product
stockpiling requirements and the Urban Wastewater Treatment Directive
(UWWTD). Instead ofmaking the market more actractive, regulations are
piling up, and this needs to change.

EF: How will the Directive affect local supply chains and access to affordable
medication?

JM: This Directive seriously threatens our viability as a Europe-focused generics
company. It creates an unacceptahle risk to millions of people by poten[iall g
leading to medicine shortages, leaving behind our patients who depend on es-
sential medicines every day. To be clear, we fully support clean water initiatives
and the Green Deal. Safe water is crucial for life and medicine production,
and we>te not opposing environmental responsibi]ity. However, the way this
Directive is being implemented is simply discriminatory. Wesre willing to pay
our share, but this feels more like an added tax that disproportionately affects
the generics industry due to the sheer volume we handle. This is why we are
raising concerns about the Directive, not because we oppose environmental res-
ponsibility but because the approach must be fair. Regulations should not dis-
proportionately burden the generic industries while overlooking other sectors.

EF: Where do you see additional cha]]cngcs given the current generics lands-
cape and framework you are operating in?

JM: Uncertainty is one of the biggest challenges. Smbility is essential for daily
operations and long-term investments in production lines and new sites. Wich
two major European production facilities, Zentiva aims to minimize uncertain-
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ty wherever possible. Yet, we are already dealing with enough unpredictability:
geopolitical conflicts, fluctuating pricing structures, inflation, and rising energy
costs. This is why the European Union must be cautious about protecting phar-
maceutical production within Europe. We must ensure that Europe remains
self-sufficient in medicine manufacturing, reducing dependencies on China for
active pharmaceutical ingredients (APIs). Recent global events have highlighted
how reliant Europe has been. Over the past decades, there has been a growing
realization across Europe of the need to regain control, and now we are secing
a shift toward strengthening domestic production.

‘ ‘ With almost 450 million people in the EU, we
must ensure a stable and sustainable supply of me-
dicines, inc]uding generics, to serve millions of pa-
tients. This is not just an mdustrv concern. It’s a fun-

damental rup(mslblllt\ ’ ’

EF: What is the strategic significance of the German market to Zentiva? How
does the tendering process need to evolve to reflect a sustainable long-term
vision?

JM: Germany remains our biggest market for generics, with a significant por-
tion of production for this market coming from Zentiva's sites in Prague and
Bucharest. Unfortunately, the core dynamics of the German generics market
haven’t shifted much. While there have been some Changes, eg., for antibiotics,
the main rule for tenders stays the same: the lowest price still wins.

This system may have functioned for 10-15 years, but times are changing. The
pharmaceutical landscape is evolving, and the tendering process must adape
accordingly. A strong and sustainable healthcare system cannot rely only on
cost-cutting, We need a new approach prioritizing qua]ity, environmental res-
ponsibility, and long—term supply chain stabi]ity. My concern lies in how these
new regulations are being shaped. Too often, new legislation is introduced
without much consideration for or even discussion with the generic pharma-
ceutical industry. This shows just how complex Germany’s regulatory landscape
has become. 'm not saying the tender system hasn’t led to significant savings
in healthcare. It has. But the system needs some breathing room. When we
see fewer competitors in the market and an increasing risk of shortages, we
should be willing to pause and reassess. Making the market more attractive
will bring in new manufacturers and reduce the risk of shortages. We need a
licele more flexibility.

EF: How are you leveraging common industry spaces to advance the sector,
and how important is it for Zentiva to be part of these conversations that
shape the industry in the future?

JM: We're not just passive participants; we sit on the boards, engage with de-
cision-makers, and work to ensure they truly understand the complexities of
these 1egu14t1ons Zentiva can't do this alone. We need strong partner. ships
and a unified voice for the generic industry. In Germany, we've achieved this
alignment through the Generics Association (Pro Generika), making it casier
for stakeholders to engage with a single, coordinated perspective rather than
multiple companies speaking separately. We're not here to oppose every change;
we're open-minded, realistic, and focused on securing a strong and reliable
healtheare system in Germany. We must consolidate our efforts, collaborate
with EU regulators, and ensure our industry’s voice is heard at every level.

Strong coordination between national and European associations is essential.



Christiane Von Der Eltz

Berlin-Chemie Menarini

General Manager Germany And Executive Board Member, Germany

EF: What drew you to Berlin-Chemie Menarini, and what mission did you
establish for yourself when you initially joined?

CE: [ was drawn to work for the number one company in the German GP
sector, which was very appealing. The opportunity to work for a company with
a large Sales Team, especially one with a signifieant track record of success in
Germany, was intriguing. Germany’s substantial number of GPs — more than
50,000 — requires a considerable workforce. Another key factor was the business
model. Berlin-Chemie engages in numerous collaborations, both on a global
scale and loeally, Working with other companies. Compared to others, this fle-
xibility in the pipeline stood out as an exciting opportunity. Returning to Ger-
many after spending several years abroad added a personal appeal to this role.

EF: What are your current priorities for 20257

CE: In 2025, our focus is on driving innovation and adopting patient-centric
approaches within the German market. Collaboration with l(ey stakeholders
remains our top priority. This includes general practitioners, internal medicine
doctors, specialists, and pharmacists.

‘ ‘ We strive to remain the prcfcrred partner
in general medicine, both quantitatively and qua-
litdtiVLlV bv alanung established and innovative

products ’ ’

This strategic focus on portfolio development is supported by promising can-
didates in our pipeline. Our efforts also extend to supporting healthcare pro-
fessionals through educational initiatives and enhancing patient education. At
Berlin-Chemic, one of our core strengths lies in offering a varicty of educational
events. For both healtheare practitioners and patients, we provide digital tools
like our TheraKey app, which acts as a unique resource designed o help indi-
viduals manage their chronic conditions effectively.

EF: Considering Berlin-Chemie’s significant footprint in the country in ma-
nufacturing and research, how does Germany’s National Pharma Strategy
impact the company?

CE: Two l(ey topics are partieularly signiﬁcant. The first is strengthening Ger-
many as a hub for research, development, and production while providing
a reliable framework for pricing negotiations and investments. Maintaining
competitiveness on an international scale is crucial for Germany to retain s
position as one of the leading pharmaceutieal markets glohally. In this con-
text, the federal government’s development of the pharmaceutical strategy is
a positive step aimed at fostering investment. This strategy has brought about
new legislation, such as the Medical Research Act, which enhances rescarch
conditions and encourages more clinical crials in Germany. It includes mea-
sures to incentivize conducting studies domestically and reduces burcaucratic
hurdles to make these processes more efficient. Another focus area is the use of
big data in medical research. Countries like Denmark are exemplary models in
utilizing anonymous, registered data to identify suitable clinical trial centers.
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At last, Germany is also taking steps in this direction with initiatives such as
the electronic patient record (ePA). The Health Data Utilization Act, effective
from March 2024, aims to regulate how this data is accessed by stakeholders
while ensuring patient privacy and data security. Patients’ data will be accessible
unless they opt out, striking a balance between utility and safety.

The second key area is addressing cost pressures and ensuring predictability
for companies. For pharmaceutical manufacturers in Germany, rising costs
for employees and production, such as energy prices, combined with capped
budgets for prescription medications, pose signiﬁcant challenges. The ecarly
benefit assessment (AMNOG), for example, needs revision to ensure broader
patient access. Current pricing restrictions sometimes hinder the availability of
innovative drugs in the German marker, which underscores the need for a more
balanced approach. These developments represent critical steps forward, but
they also highlight the need for ongoing adjustments to maintain Germany’s
leadership in the pharmaceutical sector.

EF: How are you leveraging Al technology to strategically position the com-
pany for the future?

CE: At Berlin-Chemie, we are activel) examining the entire value chain to
identify arcas where Al can enhance speed, efficiency, and even creativity. The
opportunities are vast, but to capitalize on them, we must first build knowledge
and understanding across the organization. Each department needs to evaluate
how Al can drive improvements and contribute to our goals. Managing this
transformation also involves addressing the human aspect. Discussions about
Al often bring fears—such as concerns over job security or adapting to new ro-
les. While Al offers tremendous possibilities, we need to manage the associated
change thoughtfully, engaging our employees from the start, addressing their
concerns, and ensuring they are part of the journey. Al's greatest potential lies
in its collaboration with people, not in replacing them, and this synergy will
drive meaningful progress. [ am particularly enthusiastic about secure platforms
like the ePA (electronic patient record). When implemented ei’fectively, these
tools can significantly benefit healthcare by accelerating diagnoses, enhancing
prevention, and improving treatment adherence. They also enable cost savings
by reducing redundant tests and help avoid medication-related side effects
through better data integration. Another huge area of interest is utilizing the
power of Al in drug development. Recently, Menarini announced a second
cooperation in this area with Insilico Medicine for a new asset. The potential
for Al in healthcare is immense. It can empower patients, support doctors, and
drive innovation in research.

EF: What developments in your product portfolio are you particularly excited
about?

CE: I would like to highlight an important addition to our portfolio from our
recent research pipeline. It is a reserve antibiotic designed for patients who
cannot be treated with conventional antibiotics. While it addresses a relatively
small patient population, it is a life-saving treatment for those with infections
caused by resistant bacteria. This product, launched in November 2024, plays a
critical role, especially in the context of the growing challenge of antimicrobial
resistance. As this issue continues to emerge as a global health concern, the
availability of such treatments becomes increasingly vital.
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ohannes Inama

Angelini Pharma

General Manager, Germany

EF: What was the mission you set for yoursclf when you joincd Angclini, and
how has it evolved over the past year?

JI: Angeiini Germany has an interesting mix of‘heritage and youthi While
Angelini is a company boasting over 100 years of history, its German affiliate
is quite young, having been established in the summer of 2020, right in the
midst of the COVID-19 pandemic. Initially focused on consumer health, the
organization soon expanded by introducing the brain health pi]iar in eariy 2021.
By the time I joined at the start of 2024, the affiliate was three to four years into
its journey and still carried the energy and chai]enges of a startup.

My mission upon joining was to take this young, dynamic organization and
clevate it to the next level—accelers ating growth and maturity while building
on the foundational hard work laid during those challengmg carly years. This
includes establishing Angelini Pharma in Germany as a trusted and preferred
partner for all stakeholders.

Changes were also made in the field operations on both the prescription and
consumer healch sides, focusing our investments more rigorously o ensure we
could succeed in our priority areas. These efforts have created a solid platform
to accelerate growrh in 2025 and move closer to fuifiliing the mission I set out
to achieve.

EF: Where do you see the greatest potential for growth, and how significant
a role do you believe Germany can play within the broader Angelini Group
in the years ahead?

JI: Around five to six years ago, the company’s leadership and the family be-
hind Angelini decided to pursue a broader European expansion. A European
growth strategy, however, would be incomplete without Germany, given its
position as the largest economy and country in Europe. This recognition led
to the establishment of the German affiliate in 2020, followed soon after by
new affiliates in France and the UK, all part of Angelini’s vision for a stronger
European presence.

Germany plays a pivotai role in this expansion strategy. It is destined to become
a core pillar of Angelini Pharma’s international success. While the initial years
have been focused on building a foundation, the strategic importance of the
German market to Angelini’s broader objectives is undeniable. The strong com-
mitment from Angeiini Pharma to develop, grow, and accelerate its presence in
Germany is both evident and motivating, making this market a critical piece
of the company’s future.

EF: When introducing your portfolio to a new market, how do you approach
its management and prioritize resources effectively?

JI: One of the key aspects that ateracted me to Angelini was its broad and
diverse portfolio. Over the past 20-plus years, my focus has primarily been on
prescription medicine, both in primary and secondary care. What stood out
about Angelini is its unique ability to integrace both prescription and consumer
health under one umbrella. Here in Germany, we manage both pillars, and
would say they are equally significant to our operations.
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On the prescription side, the focus is relatively straightforward. Currently, our
portfolio includes one innovative therapy for epilepsy, acquired in 2021 through
the purchase of its global ex-US rights. This therapy forms the foundation of
Angelin{’s prescription business in Germany, and our efforts are fully dedicated
to its growth.

Our approach focuses on maintaining and growing the strong consumer health
pillar, primarily around the key brands. At the same time, we are committed to
accelerating the devel opment and growth of our epilepsy therapy, which is still
in the early stages of its lifecycle. Together, these priorities ensure a balanced
and sustainable strategy for the success of our operations in Germany.

EF: A goal for you over the next two to three years is to take a more active
role in shaping the German healthcare landscape. Could you share more about
this vision?

JI: Ciearly, our focus needs to be on our core competencies—on what we excel
at. One of our key areas of expertise is brain health, an area in which Angelini
hasa long history. We have been involved in providing solutions for conditions
like depression, schizophrenia, and, more recently, epilepsy. In Germany, epi-
iepsy is our current primary focus.

However, our engagement in the healthcare environment extends beyond just
offering therapies. A good example of this is our Headway initiative, which
aims to bring brain heaith—encompassing both psychoiogicai and neurolo-
gical conditions—into the spotlight as a key societal concern. Our ambition
in Germany, as in other countries, is to engage more broadly in the healthcare
ecosystem. This involves working closely with healthcare providers, clinicians,
researchers, patient groups, policymakers, and payers to develop better solu-
tions for those suffering from brain health conditions.

EF: Could you elaborate on how you are promoting your initiatives around
epilepsy to patients and other stakeholders?

JI: Germany has one of the best healthcare systems in the world. Yet, more
than 50% of patients with epilepsy remain suboptimally treated. This occurs
for several reasons, such as late diagnosis, long delays between diagnosis and
starting treatment, or the treatment they receive not being the most effective
for their needs. As a result, patients continue to suffer from seizures, many of
which could be prevented. Factors like adherence and compliance also play a
significant role.

‘ ‘ Raising awareness, ﬁlcilitzlting collabora-
tion, and driving a shift in treatment goa]s are kcy
to improving the lives of peop]e with epilepsy in
sermany and :lddrcssing the chullcngcs in the

(
healthcare system. ’ ’



Michael Kickuth

Recordati Rare Diseases
General Manager, Recordati Rare Diseases DACH

EF: What are the current priorities on your agenda, and what can we expect
in 20257

MK: About three years ago, we set our agenda, which we call the “Plan on a
Page.” It outlines our long-term vision for where we want to go, specifically
through 2026, which is now fast approaching.

‘ ‘ Our gon] was clear: to become the preferred
-are disease partner in (}ermany. ’ ’

To achieve this, we have leveraged signiﬁcanr srrengrhs, starting with the brea-
dth of our portfolio. We have one of the broadest portfolios of Orphan drugs
in the industryi Our porrfoiio spans rare discases, Hemarology/ Oncology, en-
docrinology, and metabolism. This also includes multiple pediatric indications,
which is crucial, as many rare diseases first present symptroms during childhood.

There are key areas we need to enhance further. The first is what we call “patient
detection,” ensuring carly and accurate diagnosis, which is especrall) critical
in (nrmagny s decentralized healtheare system. The second is “patient activa-
tion,” enabling swift action once a diagnosis is made. The rare disease space is
indeed becoming increasingly competitive. While successful selling remains
a key element, patient activation goes beyond that. It involves encouraging
patients to actively seck treatment. One of our biggest challenges is often the
watch-and-wait” approach, which is common in many of the disease areas
we focus on. Addressing this mindset is a critical aspect of patient activation.

The third key capability we emphasize is patient adherence. Once a patient
begins therapv asignificant effort has already been made to secure the correct
diagnosis and initiate treacment. It is vital to ensure these patients continue
their treatment to maximize its benefits and prevent drop—oifs.

To strengthen these three capability arcas—patient detection, activation, and
adherence—we have implemented a range of initiatives. Over the past few
years, we've made remarkable progress, driving forward innovative projects
that are helping us reach the next level.

For exarnple, in Cushing’s disecase, the time from Symptom onset to diagnosis
in Germany is twice as long as in other parts of Europe or the U.S. While Ger-
many’s healthcare system is robust overall, these gaps in rare disease diagnosis
and management are areas we must address to improve outcomes.

EF: Regarding the topic of diagnosis delays. How do we bridge the gap from
where we are now to where we need to be?

MK: Firstly, there is a need for a baseline level of discase awareness. While we
cannot expect every GP to know about all rare discases, we should aim to help
patients navigate the system more efficiently once certain symptoms emerge.
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Faster referrals to specialisrs are a crucial part of this process

To tackle this, we are adopting a few key approaches. For one, we are working
on the po]icy front, collaborating with policyrnakers and major medical so-
cieties. Together, we are publishing papers that highlight gaps in healchcare
delivery specific to rare discases in Germany. This helps initiate conversations
with pO]l(,\’m‘li((,I‘b However, we often find that while Germany does have a
rare discase agenda, it has not seen as much implementation in recent years
compared to countries like France. Our goal is to reinforce these efforts and
be part of the solution.

Additionai]y, we are ieveraging technologyi For instance, we are integrating
our efforts into patient record systems in Germany. This involves embedding
algorithms into the software that flags potential rare discase cases, such as
alerting physicians when a patient’s symptoms might indicate Cushing’s di-
sease. These partnerships and tools aim to enable earlier diagnoses and better
outcomes for patients.

EF: Could you elaborate on the strategies of patient detection, activation, and
adherence and how you are implementing them in Germany?

MK: Let me start with patient detection. We are taking a few approaches here.
One involves working on a software solution for physicians in partnership
with an external company. The idea is that when certain symptoms appear,
the physician is alerted, rnaking them more aware of‘potential rare discases.
We are collaborating closely with them to develop the right algorichms for
carly detection.

One thing that sets Recordati apart in the rare discase space is our ability to
unlock value both for patients and for the company. On the patient side, it is
about ensuring that the therapy finally reaches the people who need it.

What truly sets us apart is that we leave no stone uncurned. This level of tho-
roughness, of‘“rurning every stone,” is essential in the rare discase space. Itisa
key factor in our success. We are fully focused on patients, tirelessly working
to bring their therapies to those in need.

EF: How does Recordati Rare Diseases ensure that it attracts and retains top
talent, and what are the key skill sets you prioritize in the rare disease sector?

MK: At Recordati, actracting and retaining top talent is a key part of our
“plan on a page.” To be successful, we need to be an attractive option. While
other companies talk about agility and transformation, having been in that
space, I can tell you that at Recordati, we are able to genuinely execute those
principles. We do not just talk about them; we live them. Our teams are very
close to the customers, highly integrated, and empowered to make decisions
from the customer’s perspective.

This level of agility and empowerment is what makes us such a great employer.
It is really rewarding to be part of a small but influential team thar is cruly
making an impact on patients.
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Marion Bock

IBSA

General Manager, Germany

EF: Why is Germany a crucial market for IBSA to establish a direct presence,
and why is now the right time to make this move?

MB: My orlgma] question at the time was Whv we had not moved to Ger many
sooner. The answer was that the focus had been on core markets like Swiczer-
land and l[aiy. You rnlght aiready lknow that IBSA Group was founded in 1945,
but we will not actually celebrate 8o years next year—instead, it will be 40
years. In 1985, an Italian, Dr. Arturo Licenziati, a visionary and entrepreneur,
acquired the company and transformed it into what it is today—a completely
different IBSA. Origina]iy a group of biochemists based in Lugano, it evolved
into a dynamic business-focused company, expanding rapidly and becoming
the largest fhmi]y—owned private Swiss pharmaceutical company.

About three years ago, the company decided it was time to establish its own
affiliate in Germany. When I presented my business plan, the initial focus was
on the level of investment required. My point was clear: if we want to succeed
and have a significant impact on sales and organizational growth, Germany
is a market where we need to invest fully. To be a truly European and global
company, having a direct presence in Germmy is non—negotubl e

Over the past two years, we have recruited over 44 new employees across Ger-
many, primarily in sales, marketing, and medical roles, creating an extremely

7 . LT o . .. . 7
lean organization. We deliberately avoided heavy administrative and back-office
functions—I am effectively my own CFO, CHRO, and head of regulatory/legal.
This lean structure reflects my sales-driven mindset and ensures resources are
focused on growth rather than bureaucracy.

Last year, I had the privilege of founding the German affiliate in Diisseldorf,
registering it as a commercial entity.

EF: What is your pitch to attract resources to the market? Why should IBSA
prioritize investing a euro in Germany over other regions?

MB: lf‘you want to be a major piayer in Europe, you must invest in Germany.
While the return on investment may not match that of rapidly growing mar-
kets, investing in Gerrnany builds a strong reputation and establishes a solid
foundation for long-term business success.

Within just a year or two, we have seen a significant increase in awareness.
People are now recognizing IBSA, a name they may not have been familiar with
before. This underscores the importance of establishing a scrong foundation
and presence in Europe. As we know, the “big five” European countries play a
pivotal role, and it is essential to have a presence and invest in these key areas.

EF: Could you share insights on how IBSA’s portfolio is balanced across repro-
ductive medicine, orthopedics, endocrinology, and aesthetics? Additionally,
how do you determine which therapeutic areas to prioritize and introduce to
the German market?

MB: We offer a complete portfolio in reproductive medicine, covering every
phase of treatment. From hormone stimulation in the initial phase, infection
management, and medical support by medicines at embryo transfer to achie-
ving live births, we have all the essential products. Additionally, we provide
surrounding solutions, enabling us to deliver a holistic portfolio. This segment
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currently represents the 2nd largest stake in our business. Our biggest business
is the derma aesthetic business (Hyaluronic acid products for injections), where
IBSA is one of the leading companies worldwide with its own production site
in South Itdi Our team works doseiv with fertihty centers across Germany,
which include 154 private and univcrswy—owned clinics. Another key segment,
though smaller in size, is endocrinology. This includes drug treatments for
conditions such as hypothyroidism

This year, we launched two completely new business units. First, we revamped
our derma aesthetics strategy. Previously, producrs were sold through a distri-
butor to a wide range of clients. Now, we focus exclusively on plastic surgeons
and aesthetic dermaroiogists.

The other new business unit is orthopedics which we built entireiy from
scratch. Currently, fertility and dermatol Og\'/debthetlLs are our largest sales
segments. Orthopqedics is our fastest-growing segment, and while endocri-
nology is smaller, it is critical for strengthening the company’s reputation and
expanding its footprint in this area.

EF: Has the National Pharma Strategy enhanced the operational environment
for businesses in Germany?

MB: When it comes to digitaiization, Germany remains signii‘icantiy behind.
Right now, we are still relying on outdated practices like handwritten prescrip-
tions (e—prescriptions developing at a low level so far) and printed documenta-
tion. What we need is a top-down initiative from the government to establish a
comprehensive structure for digitai patient records. This system should ensure
that every patient has a unified itinerary of their medical history, accessible
across all providers, whether it’s a doctor visit or a speciaiist consultation.

EF: As you celebrate IBSA’s 4oth anniversary, what message would you like
to share with your team about their contributions and the impact of your
work in Germany?

MB: Our company has grown rapidly and now has a solid global footprint,
with a presence in South America, Asia, and beyond, We have become a true
global player.

What makes our company truiy unique, though, is our culture. Despite the
rapid expansion—we now have nearly 2,400 employees worldwide—our com-
pany culture remains strong. Here in Germany, we're a small team of just 44,
but we are '\ccdcrating, We are on track to tripie our sales this year, starting
from a smaller base.

‘ ‘ We are part of a f:lst—growmg company, but
we remain committed to maintaining our unique
culture and mindset. We believe in the power of en-
trcprcncurship within every individual, and that’s

what drives our success. ’ ’



Dr. Richard Ammer

MEDICE
Chief Executive Officer,Germany

EF: Could you providc a brief history and context about the organization? Could
you share an overview of its evolution and how it has grown into the family it
is today'.’

RA: MEDICE was founded in by my wife’s grandfather Gustav Piicter in 1949.
After his sudden passing in the 1970s, his son, took over leadership. His primary
focus was on implementing ICH guidelines.

In third generation, Katja joined MEDICE in 2001. I followed in 2003, and toge-
ther, we have been managing owners for nearly two decades.

With our background in analyzing Germany’s pharmaceutical industry and grow-
th strategies, we chose to focus on specific ET"I(I‘leLutK areas and niche indications
where we could compete effectively with major pharmaceutical companies. We
built a broad portfolio of innovative products while also maintaining a scrong
presence in the substitution market. In addition to our RX business, we have a
signiﬁcant presence in the primary care and consumer care segments. MEDICE is
now ranked among the top 15 pharmaceutical companies, with a strong position
in both pharmacies and general practice.

Our portfolio has expanded significantly through in-house developments, levera-
ging proprietary technologies. One of our key innovations is pellet technology for
modified-release substances, which has been inscrumental in the growth of our
ADHD franchise. Therapists recognize modified-release stimulant medication
as a therapeutic advantage, as previous pharmacological treatments primarily
consisted of short-acting tablets.

With the introduction of modified-release capsules, parents retained control
over the medication, eliminating the need for children—who often struggle with
selforganization—to take a second dose during school hours. This advancement,
which ensures coverage throughout the school day, has been a breakchrough in
ADHD pharmacotherapy and has helped us secure a market-leading position
in Europe.

Another key area of expertise that aligns with my background as a medical doc-
tor is renal care. We have successfully intcroduced biosimilars to the market and
recently launched an innovative HIF stabilizer for treating anemia in chronic
kidney disease (CKD) patients. This represents a paradigm shift by offering an
oral treatment option for anemia in CKD.

In the prim.lq care and consumer care segments, we have buile a “House of
Brands™ covering four key therapeutic areas: Women’s Health, Cough & Cold,
Skincare, and Gastrocntgroloaxn These brands are effectively positioned for ph.1r~
macists and genera] practitioners, ensuring strong market recognition.

‘ ‘ A defining aspect of our company is full inte-
gration, we LOl]dLlLt our own research, clinical and
ana]yti al devc]opmcnt, and mamifucturing. Our
pmducts are pr()duccd cntircly in Germany. ’ 7

Unlike many generic manufacturers that claim “Made in Germany” while out-
sourcing key processes, we oversee the entire production chain, from active phar—
maceutical ingredient (API) manufacturing to the formulation of solid, liquid,
semi-solid, and injectable products.

EF: How do you envision the l:mdscapc in Germany in 2025, and what are the
key priorities on your agenda?

RA: Germany has just held its elections, yet healchcare does not appear to be a
priority in any p()l]tl(dl program. However, demographic shifts are forcing Ger-
many to reconsider how to finance its healthcare system. Currently, we spend
ApmeimJtdy €50 billion on medications and pharmauutiuls“ mcludm& VAT
and distribution margins, but hospital expenditures are nearly twice that amount.
Given this, it is essential to examine what is happening in the hospital sector.
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The hospitai sector, in particu]:u‘, requires signii‘icant restructuring. Some ad-
justments have been made to the framework for primary, secondary, and ter-
tiary care, but challenges remain. I was trained under the DRG system, which
emphasued carly patient discharge. Now, the approach is shlftmg once again.
When I returned from the U.S. to work in German hospitals, I noticed strong
differences—while my ward remained empty over the weekend, my colleagues’
wards were overcrowded. This highlights the imbalance in patient distribution
and the urgent need for specialization.

In the pharmaceutical sector, there is a pressing need to rethink and revolutionize
the system. The current tendering process for generics in Germany is not viable
for manufacturers based in Europe. The “winner-takes-all” approach in health in-
surance tenders frequently favors manufacturers from the Far East. For example,
many German health insurance funds source their medicines from companies
that maintain only a minimal presence in Germany—primarily to oversee supply
chains and handle final product releases. This allows medicines produced entirely
abroad to be labeled as “Made in Germany” with just a single signature. This
practice is misleading to consumers and should be addressed at the European
Commission level. However, strong lobbying from generic associations has so
far prevented meaningful reform.

Another issue is the significant cost dispcu ity between Europe and countries like
India. In Germany, producing a single medication carton costs around 30 cents,
whereas in India, it costs less than one cent. As a result, European manufacturers
struggle to compete in tenders where a month's supply of medication is expected
to be pi‘iced at ]}ess than 17 cents. Over time, price i‘egu]a[ions have driven costs
so low that domestic production has become unsustainable, leading to increased
reliance on manufacturers in the Far East.

The second major challenge is the fixed price scheme, where therapeutic equi-
valent medications without IP protection are grouped into a single category
and subjected to strict price regul:ltions. Over time, this has led to severe price
crosion. I describe this as an “asymptotic approach to zero,” where annual recal-
culations continuously drive prices lower. While this may be manageable in the
first five years of a drug’s lifecycle, after more than 20 years, it has pushed prices
to unsustainable levels, making it nearly impossible for European manufacturers
to compete. As a result, pi'oduction has increasing]y shifted to the Far East.

Given these challenges, our strategy has been to shift away from competing with
large generic companies and instead focus on niche markets and innovation. This
approach has been well received, particularly with the introduction of our new
HIF stabilizer for anemia treatment. However, bringing innovative therapies to
market requires navigating complex healch technology assessments (HTA) for
reimbursement and pricing.

Currently, the European regulatory landscape is highly fragmented, with each
country enforcing its own set of requirements. For example, Germany demands
a 5,500-page dossier, costing approximately €1 million, to assess added benefits
versus a comparator. In contrast, the UK’s NICE system requires a different me-
thodology with only 400 pages, while Switzerland and other European countries
cach have their own distinct processes.

A more harmonized system would not only speed up approvals but also help
establish a more justii‘ied and consistent pricing structure across the region. My
concern is that without such alignment, we will continue to see fragmented pri-
cing across countries, fueling parallel trade. This allows intermediaries to exploit
price discrepancies by purchasing medicines in lower-cost regions and reselling
them at higher prices elsewhere. Such inefficiencies create artificial shortages
in some areas and oversupply in others, all driven by unnecessary bureaucracy.

EF: Could you share more about your footprint in digital solutions and how you
are integrating them into the overall Medice Health Family?

RA: In addition to pharma and sustainability, we see digitalization as a key driver
in healthcare and beyond, creating new value-driven business opportunities. We are
currently in the midst of a transformation, which is why, alongside our sustainabili-
ty initiatives, we have also established Medigitai While the name may not translate
easily into English, it reflects our focus on media and digital health solutions.
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Dr. Stefan Koch

Klosterfrau AG
Chief Executive Officer, Germany

EF: Could you give us an overview of the history of the company and how it
evolved into the company it is today?

SK: The true story begins in 1775 in Brussels, where a young girl named Maria
Clementine Martin was born. She became a nun and worked on European
battlefields during the wars of that time. To this day, the nun syrnbo] remains
a hallmark of our brand.

After World War 11, Klosterfrau was transformed into a modern OTC Com-
pany; we expanded our product portfolio and acquired later other companies,

such as FARCO-PHARMA and Maria Galland Paris, a luxury cosmetics brand.

Especially after the Covid pandemic, we have undergone a signiﬁcanr trans-
formation. By focusing on our roots and strengths, we have become one of the
fastesr—growing OTC companies in Germany. The journey so far has been incre-
dible, and we are optimistic about continuing this success in the years to come.

‘ ‘ We have a rich hcrir'wc, am "mingf‘iil story,
and a clear purpose. | focusgd on reconnecting w ith
these roots and re .lligmng the company with its ori-
ginu] mission: producing medicines and producrs

that gcnuincl}' hclp pcoplc. ’ ’

For us, it is about being more than just a business. We are building something
holistic chat goes heyond the rypica] definition of a company.

Our sustainability and social responsibility initiatives further set us apart. They
are integral to who we are and create a sense of pride and belonging among
our team.

EF: What is your perspective on the current pharmaceutical landscape, par-
ticularly in the OTC segment?

SK: Germany’s pharrnaceu[ical industry is dosely tied to its pharn‘iacy ne-
ework. Ten years ago, there were around 22,000 pharmacies across the country,
serving a population of 80 million—approximately one pharmacy for every
4,000 people. However, the introduction of electronic prescriptions, which are
digitaﬂy transmitted directly to pharmacies, has opened the door to mail-order
pharmacies.

This shift has led to a dramatic decline in the number of physical pharrnacies.

From 22,000 ten years ago, the number has already fallen to 17,000—a loss of

5,()()0—and this trend is expecred to continue. Estimates suggest that the total
could drop to between 12,000 and 14,000 in the upcoming years.

This reduction will have profound consequences. In major cities like Berlin,
Hamburg, and Cologne, access to pharmacies remains sufficient. However,
people may need to travel 20, 30, or even 40 kilometers to obtain their medica-
tions in rural areas. In response, the government is likely to explore alternative
solutions.

EF: What do you think about the pharma national strategy and the way it is
shaping Germany?

SK: As a pharmacist by training, I have a deep connection to the idea of Ger-
many as the «pharchy of the world.» This heritage ties closely to the nation’s
potential to lead in pharmaceutical innovation.
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For Germany to reclaim this leadership, it hinges on several factors: fostering
an environment conducive to foundational research, encouraging innovation,
and ensuring universities and institutions can dcvclop new products without
immediatcly rransferring them abroad, particularlv to the U.S.

While I see many chqnges hqpprning in Germany, | believe this is a pivo[al
moment. With the car industry on a decline, the healtheare sector has become
a critical focus for the government. I sense a strong commitment to creating
an environment that drives innovation and positions the healthcare sector as
a growth arca.

EF: Could you elaborate further on the various brands in your portfolio and
how the strategic acquisition of numerous companies over the years has con-
tributed to building and strengthening this portfolio?

SK: It is quite a significant story. Klosterfrau operates as more or less a foun-
dation, with its portfolio currently encompassing four business areas with four
different companies. These include Klosterfrau FARCO-PHARMA, a medical
device company; Maria Galland Paris, in the luxury cosmetics indusrry; and
Artesan Pharma GmbH, a 3rd party CDMO which produces Klosterfrau pro-
ducts as well.

When people think of Klosterfrau, they prinmrily associate it with OTC pro-
ducts. While the companies within our group are diverse, the focus has often
been on OTC products that were acquired around 20 years ago. This portfoho
includes well-known market leaders in Germany, such as Neo-Angin, Bronchi-
cum, and Nasic. However, after the acquisition phase, there was a noticeable
slowdown in product innovation and development. The company maintained
its focus on existing products, which was proﬁtab]e, but there were no new
launches for nearly a decade.

In recent years, we have dramatically shifted our strategy. Drawing from m)
22 years of experience in the phaim(lcrutiul and medical device industry, T
Adopted a faster, more agile approach—one that embraces experimentation,
learns from failures, and moves forward quickly.

Now, we are heavily focused on innovation and expansion. This year alone,
we will launch seven or mght new products—probably the highest number
among OTC companies in Germany. Realistically, I expect only two of these
to achieve significant success.

EF: What message would you share to inspire reflection on the journey so far
and guidc the vision for the future?

SK: In Gerrnany especially, with the economy declining and so many challenges
ahead, people seem more nervous and less courageous. The funny thing is, when
we look back 20 years from now, we will likely say, “Those times were easier.”
It is all about perspective.

I firmly believe that change is casier in a dynamic, shifting world than in a
stable, unchanging one. In stable times, people are less inclined to adapti We
have achieved so much during the last few years. We have built a stable, strong,
and modern organization, we have generated a full pipeline of new products,
and we are investing a lot of money in our production sites. So, I believe we
can look to the future with great optimism.

The saying: “Health is not everything, but everything is nothing without health.” Tt
capeures a fundamental truch, and it resonares deeply in the pharmaceutical in-
dustry. Whatever we do as a company, we must always remember our duty—to

produce and dﬁliVCl‘ tl’lC bt‘St producrs rhat l{CCp pCOpl€ hea]rhy.
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Chapter 4

MedTech

Increased Value: A new Perspective on Healthcare

Transformation

“Germany has the potential to lead healthcare system improvements. Germany’s data, which offers unmatched insights to 8o
million people. Real-life screening results could be analyzed within two years.” Wouter Peperstraete, General Manager DACH,

Hologic
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MedTech Powerhouse Germany:
Building Value through Technology

Germany is not only Europe’s largest healthcare market, it is also a cornerstone of the global MedTech industry.
Home to world-class hospitals, scientific institutions, and a thriving innovation ecosystem, the country plays
a crucial role in advancing medical technologies that shape healthcare far beyond its borders. But today, that
leadership is being tested by mounting pressures: rising costs, an aging population, and an urgent need for sys-

tem-wide transformation.

At the heart of this evolution is a new mandate for MedTech pla—
yers: to move beyond products and devices and become strategic
partners in dclivcring value. Across the country, leaders in diagnos—
tics, monitoring, and digita] healch agree that healchcare cransfor-
mation in Germany has to become a coordinated, outcome-driven

journcy.

Value-Based Healthcare as System
Opportunity

“Value-based healthcare (VHBC) takes different forms in every country.
Since every healthcare system is distinct, it must always have a local
connotation. The German age pymmid is one of the most distorted. We
know that the amount of care that must be given will grow rapidly over the
next 20 to 30 years. We also know that budgets will have difficulty keeping
up with this exponential increase. Value-based healthcare can help with it.

The issue is how to provide the optimal care for an increasing number of
patients. Homecare treatments, combined with a VBHC approach,
‘ will be an essential way to tackle this challenge. Home care is not
only the most economical option, but also the type of treatment
patients prefér. ”Luca Valsasina, General Manager at VitalAire

in Germany and Romania

“The shift towards value-based healthcare models, such as Hybrid Diag-
nosis-Related Groups (DRGs), is 7'(s/mping the healthcare landscapc. These

models incentivize cj_‘ﬁcicngz, qua/ ity ofcarc, and positive patient outcomes
rather than service volume ( fi’c for service). For Beckman Coulter, this
underscores the i mportance Qfll'cmonstmring the clinical and economic
value of our diagnost‘ic solutions. We protidc evidence that our re-
chnologics contribute to better patient outcomes, reduce /wspiml
stays, and opimize resource ucilizarion.” Roberto Godoy, Ma-
naging Director North and Central Europe, Portugal and

European Distribution, Beckman Coulter Diagnostics.

“Healthcare systems, including DACH, are struggling with rising demand,
COSts, smff shorrages, and ﬁnancial limits. Climate changc adds pressure on
health systems and affects consumer behavior. Meanwhile, technology and
Al are tmnsforming /wspim[ and home care. In this area of tension, we are
fully focused on how we can help people take better care of their health work
with healthcare providers to overcome these barriers and use innovation to
accelerate diagnosis to support better patient outcomes.” Mikko Vasama,
Managing Director, Philips Health Systems DACH

At Ho/ogic, the _fb(us has a/ways been clear: a’clivcring value to society.
This appmach is evident in our Global Women’s Health Index and how
we combine expertise in scientific research, market access, and healthcare
organization. We are invited to discussions to share insights, analyze

data, and recommend strategies. We drive impucrﬁt/ c/mngcs in
women’s healthcare bcyond just 5([[1'1’1g devices. We know how to
make a real impact and are committed to leading the way.” Wou-
ter Peperstraete, General Manager DACH

THE MEDICAL TECHNOLOGY INDUSTRY IN NUMBERS

43 bn

medical technology market
volume in Germany in 2023

(in EUR) (in EUR)

Source: health-made-in-germany.com
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10bn

annual R&D spending of the

German medtech industry

265.000

employees in the German
medical technology industry
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Women’s Hea]th and the Case fOI’ a The index can help compare progress across regions, track scree-
. ning rates, and identify where investment is most needed. Germany
Health Index m Germany has the infrastructure, medical expertise and innovation ecosystem

) ) ) . . to lead in this area. Tools like Al—supportcd mammography are
Despite being a global leader in medical technology, Germany . . . .
2 2 already transforming early detection and easing the burden on

still underperforms when it comes to advancing women’s health. ? 5
overstretched healthcare professionals.

The recent Women’s Health Study by the World Economic Forum
and McKinsey shows that improving health outcomes for women However, ‘on the data side, Gcrmanyﬁzvcs sigmi/imnr f/mllcr'zgcs. Un-
is not only a pub]ic health priority but also a major driver of eco- like other countries, pnpulal'ion health data is not centrali

&

zed. Insurance

nomic productivity. Yet progress remains uneven. companies keep data to themselves, and cancer registries report at a state
level, creating a fragmented system. Real-life screening results could be
As Wouter Peperstraete at Hologlc, explnmed, “A common cha- . SA f S 2 f L, S . 5
) o . ; - analyzed within two years, unfortunately, this isn’t happening. Germany
llenge is that many politicians see Germany’s healthcare system as one of 3 V. o ! i - © - -
8 2 i . 2 ! needs to leverage its data to evaluate the impact of changes or learn from
the best globally and question the need for further changes. However, our o A o ’ o :
& . o 5 them efficiently.” sustains Peperstracte. Only with the right national

German Global Women’s Health Index highlights areas that need atten- - : 5 0 . .
o frameworks in place, Germany can turn data and diagnostics into

tion, especially in organized screening and prevention. While accessibiliry, ° S
f ) 8 g and prev 2 better care for women and set a global example for integrated,

boverty, dﬂ"[ ]l L S(’L‘Ll)'i[)‘ i)l” women in Germany are [CSS 0 -d concern .
[ o } f - f ’ any f equuable healthcurc

overall, some pom{/a[ions still face significant issues. One major gap lies
in prevention efforts, where participation rates still need to be higher.”

A GLOBAL HOLOGIC
CHAMPION '

IN WOMEN'S
HEALTH.

Hologic helps women
around the world live
healthier lives.

hologic.de
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information is intended for medical professionals and is not intended as a product solicitation or promotion where such activities are prohibited. Because Hologic materials are distributed through websites, eBroadcasts and tradeshows,
it is not always possible to control where such materials appear. For specific information on what products are available for sale in a particular country, please contact your local Hologic representative or write to euinfo@hologic.com
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Smarter Care: Al, Talent Shortages, and the
Future of Healthcare Delivery in Germany

Germany’s healthcare system is under extraordinary pressure. A perfect storm of workforce shortages, rising
demand, financial constraints, and policy transitions is driving a rethinking of how care is delivered, funded, and
supported. The question at the heart of this transformation: how can innovation enhance healthcare without

compromising the human touch?

Across the country, hospitals are operating under capacity, not due
to lack of beds but lack of people. In Berlin, for example, only 85% of
beds are currently usable because of stafting limitations. Meanwhile,
financial and demographic pressures are intensifying, making the
need for smarter, more sustainable models increasingly urgent. In
response, the sector is turning to automation, artificial intelligence
(AD), and data-powered systems to help reconfigure roles, improve
outcomes, and safeguard system resilience.

Talent Shortages as a Catalyst for
Innovation

The shortage of healthcare professionals is not just a constra-
ing; it's become a catalyst for transformation. Mikko Vasama,
Managing Director of Philips Health Systems DACH, hi-

ghlights a signiﬁcant shift: “One of the indusny’s most pressing concerns
is the staffing shortage in customer service.” And detects that at the same
time “There is a growing need for advanced solutions that generate more
diverse data types. We aim to develop solutions, products, and an ecosystem
that enables customers to operate efficiently despite workforce limitations.”

VitalAire’s General Manager for Germany and Romania,
Luca Valsasina cchoes this by noting that home care, paired
with technology, is not just cost-effective but also a way to
alleviate clinical workload: “Telemonitoring is one technology

that can signiﬁcantly improve patient care without requiring
many doctors or nurses to visit patients’ homes daily. " These pers-
pectives underscore how the workforce crisis is pushing providei‘s
and companies alike to rethink care pathways and invest in scalable,
digitally supported solutions.

MOST FREQUENTLY USED SMART HEALTH DEVICES IN GERMANY IN PRESENT

Scales
Blood pressure

meter
Fever thermo- 16
meter
Motion trackers 15
Glucose meter 9

Sleep tracking system 9

Care phone/social alarm system 7

Other 7

Source: eHealth Report Statista (2020)
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The Rise of Applied Al in
Healthcare

Al has quickly evolved from buzzword to operatio-
nal backbone in many areas of care. At Philips, inno-
vations in radiology are already delivering real-world
impact. “Our latest technology can enable scans to be completed up to three
times faster, signiﬁcantly cutting scan times while maintaining exceptional
image quality, ” said Vasama. Their dual-Al engine improves image
sharpness by 80%, enhancing diagnostic accuracy and patient throu-

ghput.

At Beckman Coulter Diagnostics, Al is helping optimize lab work-
flows and integrate prcdictive :malytics. ‘Al is 7't’volutionizing labomto;j'
operations l?y automaring routine tasks and prcdicting maintenance
needs. Integrating Al and machine learning into our diagnostic
tools allows for advanced data analysis and predictive analytics,”
said Roberto Godoy, Managing Director North and Cen-
tral Europe, Portugal and European Distribution, Beckman
Coulter Diagnostics.

Dr. Frank Wartenberg from IQVIA emphasizes Als role in
turning data into actionable insight. “In the healthcare indus-
ey, data-driven a'ccision—ina/\'ing is very crucial,” he said. “For
many years, we have incorporated Al and machine learning into

many Qfour client solutions. For instance, we are collalvomting with

the University Hospital of Bielefelds heart and diabetes center, Bad
Ocym/m usen, to provia'c the surgeon with real-time assistance to maximize
the patient’s outcome.”

Beyond hospitals, IQVIA is working with sick funds under financial
stress, digitizing claims piocesses and even administrative tasks for
midwives: “We are assisting the sick fund to make better decisions and ope-
rate more effectively. The healthcare system as a whole nua’s fresh concepts

ana’ new ld(a\ l?\’ l?id'b(’ mlild\ Ll&an tec hﬂOlOQlLd[ [UOQH\S

REIMAGINING DIAGNOSTICS
NORTH CENTRAL EUROPE

For over 9o years, Beckman Coulter Diagnostics has cha-
llenged convention—redefining the role of the diagnostic
laboratory in advancing healthcare. With over 1 million diag-
nostic tests performed every hour on our systems worldwide,
we impact the lives of 1.2 billion patients and SUPPOTEt OVeT 3
million clinicians annually.

At the heart of our work is a commitment to improving
patient care. From uncovering the next clinical breakchrou-
gh to ensuring rapid and reliable sample analysis, Beckman
Coulter Diagnostics enables clinicians across North Central
Europe to make more rigorous and confident decisions.
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A Hybrid Future: Keeping the
Human in the Center

Despite the rapid pace of technological advance-

ment, healthcare leaders in Germany agree on one

essential point: Al is not here to replace clinicians bur to empower

them. The future of healchcare will be liybrid, blending intelligent

automation with human care to meet growing demand without com-
promising quality.

Luca Valsasina, highlights the importance of filtering telemo-
nitoring data to ensure clinicians focus on what matters most.
“In its most basic version, telemonitoring might be problematic. l
Doctors need someone who can help them with technical matters
or less critical medical alerts. The most effective way to care for
patients in the healthcare system is to combine medical, professional,
and technological expertise with someone in between who coordinates
eve;ything.” he explains. Showing that without the right support, te-
chnology can become a burden rather than a benefit.

Philips shares a similar view. Their Al-driven solutions aim not to
substitute healtheare professionals but to free up their time, <
helping them focus more on patient care and less on routi-
ne tasks. As Mikko Vasama, noted, “Navigating these changes
requires str ong partncr ships. Working closely with hospitals on

the principles of collaboration allows us to adapt to the evolving
landscape and develop solutions that provide the necessary flexibility.”

The German healthcare system, under pressure from workforce
shortages and financial constraints, is discovering that innovation
is not about disruption for its own sake. Whether it’s co-developing
Al tools with hospitals or digitizing midwives' workflows, smart
care is about reinforcing human expertise, not replacing it. The patli
forward is not fully digital or strictly traditional. It is liybrid. And
at the center of that model must be the pcoplc: clinicians, caregivers,
and patients, all supported by technology that enables them to do
their best work.

BECKMAN
COULTER

Roberto Godoy, Managing Director for North & Central
Europe affirms our mission: “Beckman Coulter is driven by a
simple yet profound vision: to advance healthcare for every person
by applying the power of science, technology, and innovation to
diagnostics. 7

From local hospitals to high-volume reference labs, Beck-
man Coulter partners with healthcare providers to deliver
scalable, intelligent diagnostic solutions that are as reliable
as they are innovative.
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Wouter Peperstraete

Hologic
General Manager DACH, Hologic

EF: Could you give us an overview of the current priorities on your agenda
and what we can expect from Hologic in Germany in 20257

WP: In 2025, our primary focus will remain on Women’s Health, which makes
up 80% of our business. We also have a molecular diagnostics segment contri-
buting to HIV patient testing and the transp]ant panel These efforts aim to
broaden our assay menu on the existing platforms to increase consolidation
and cfficiency, but Womer's health remains our core activity. We see a mix
of optimism and chall enges ahead, particularly with Lh‘lﬂ&(,s in the German
healthcare market. The government has initiated a hospital reform to reduce
hospital beds and shift some interventions to day clinics or simpler procedures
to keep the system sustainable. However, with the government transition and
policy uncertainties, how 2025 will unfold regarding reimbursement levels and
hospitai operations needs to be clarified. Hospitals are expected to be categori-
zed into tiers A, B, C, and D, but details are still being finalized.

For Hologic, which specializes in breast health, the landscape is evolving.
Germany's organized screening programs and designated breast centers play
a key role, but questions remain about how these centers will link to local
hospltais for chemotherapy and follow-up care to provide fast and accurate
patient treatment.

Meanwhile, new approaches like h\ brid DRGs are siowi y gaining traction,
which we're closely monitoring as part of this evolving environment. Hy bnd
DRGs are used to group hospital interventions, combining traditional inpa-
tient care with outpatient or day clinic procedures. For example, a patient
rnight spend part of the da}' under supervision but go home afterwards. This
system creates a single reimbursement rate by averaging costs, even though
specialized interventions like ours are more expensive. This could result in a
choice where the best patient treatment is not always favored compared to
the financial profits.

In Germany, implementing reimbursement reguiations like hybrid DRGs can
be slow, but some changes happen rapidly, sometimes within three months.
This fast pace has challenged us, even with our dedicated market access teams,
as it’s harder to predict changes. Still, these shifts create opportunities. For
instance, hybrid DRGs could allow us to enter markets we previously couldn't,
such as polyps or myoma removal, where our devices are costly. Balancing these
uncertainties is chalienging, especialiy for leaders who prefer clear predictions,
but it also brings growth potential. We are actively engaged in the laboratory
environment in Germany, where we see chalienges not just in reimbursement
but also in the financial stability of Tabs and the timing of testing.

On a more positive note, we're foliowing the TOSYMA trial in breast health,
the world’s largest scudy comparing 2D and 3D digital mammography. Along-
side extended age screening, we expect 3D tomosynthesis to gain wider adop—
tion due to its advanced technology. We are well- -positioned with strong 3D
imaging technology and Al-powered software that supports efficient image
acquisition and interpretation. By 2025, the study’s final results should be publi-
shed, requiring the German government to make key decisions on integrating
3D mammography into screening programs. This will impact investments in
mammography systems, as hospitals will need devices capable of both 2D and
3D imaging to ensure they are future-ready when 3D becomes part of the re-
imbursed screening algorirhm.

EF: Could you give us an example or elaborate on how you are pushing the

Women’s Health Agenda in Germany beyond the physical portfolio?

WP: A common challenge is that many politicians sce Germany’s healthcare
system as one of the best globally and question the need for further changes.
However our berman Global Women’s Health Index higi iights areas that need
attention, especially in organized screening and prevention. While accessibility,
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poverty, and life security for women in Germany are less of a concern overall,
some populations still face significant issues.

One major gap lies in prevention efforts, where participation rates still need
to be higher. Programs like cervical and breast cancer screenings, where we are
market leaders, require much more focus and a long-term vision. Insurance
companies often assess benefits over a three-year portfolio, which complica-
tes showing the long-term value of screenings that prevent cancer over 10-20
years. We aim to address these issues by encouraging better communication
and responsibility for inviting women to screenings. This aligns with our goal
of improving Women’s Health outcomes. Through the activities we organize
with Forum Frauengesundheit, we plan to continue this work, likely hosting
two events in 2025. Our primary objective remains to ensure Women's Health
stays on the po]itical agenda.

EF: How are you using Al and technology to enhance your operations and
bring treatments to patients faster, internally, and patient-facing?

WP: Ensuring compliance with patient safety and respecting the responsibi—
lities of doctors, radiologists, and gynecologists is essential. We need to align
their practices with the iogic of our proposais. Alis designed to assist in faster
decision-making, enabling radiologists or cytologists to focus on specific areas
rather than scanning entire images.

The future of Al in healthcare, particularly in Germany, faces challenges. There
is a growing strain on the healchcare workforce globally, and Germany’s system
will likeiy demand solutions sooner than others to maintain the current quaiity
and access levels. Al could help by identifying negative cases, allowing healch-
care workers to focus on higher—risk patients, such as those with dense breast
tissue or lifestyle-related risks. However, this evolution depends on legislative
changes. Legisiation must clarify acceptable sensitivity and detection rates for
Al systems, acknowledging that no Al is 100% accurate and mistakes will occur.
For example, using Al to clear 60% of mammograms as negative would still
involve some errors. Striking a balance between Al investments, maintaining
doctors’ roles, and ensuring fair compensation is critical, just as we balance
our position in the medical device market. While workforce pressures might
accelerate Al adoption, proper iegisiation is crucial to guide its impiementation
and address these challenges effectively.

EF: Is there any initiative Ho]ogic is working with to address this medical
education and training in women’s health?

WP: Our focus is on improving the experience for women during mammo-
graphy, ensuring they feel comfortable. A growing trend is using real-life
data, where AT integrated into mammography systems can immediarely flag
high-risk cases. For example, suppose a patient’s scan shows a potential issue.
In that case, the radiologist can prioritize it, allowing the patient to stay for
further diagnostics, such as a biopsy, instead of‘going home uncertain. This
approach helps patients get quicker clarity, whether it’s cancer, something be-
nign, or something requiring further investigation. In Gerniany, the process
currently needs to be revised. Screening images are often reviewed one or more
days iate bv radio]ogists However, with “Al” technicians, MTAs in Germany
could lmdeldtL]V assess breast density and decide whether a 2D or 3D mam-
mogram is more appropriate. If Al idencifies a high—risk case, the patient can
immediately proceed to additional diagnostics on the same visit.

N

Regulations require biopsy and pathology results within a couple of weeks to
one and a half months. We aim to shorten this period so that high-risk patients
can be identified quickly and prioritized for further care.

On the data side, Germany faces significant Chaiienges. Unlike other countries,
population health data is not centralized. Insurance companies keep data to
themselves, and cancer registries report at a state level, creating a fragmented



system. If T were in politics, rd emphasize the immense potential of Germany’s
data, which offers unmatched insights to 8o million people. Real-life screening
results could be analyzed within two years, compared to smaller countries like
Belgium or the Netherlands, which may take a decade. Germany has the po-
tential to lead healthcare system improvements. For instance, the NHS excels
in using data to drive decisions, investing in more expensive technology if it
saves time and improves outcomes. Germany, the largest European country,
should aim to match that efficiency level, using its data to analyze performance
quickly and make real-time improvements.

EF: If you had to address the World Health Summit from a women's health
perspective, what would your message be?

‘ ‘ The kcy message was clear: even in Western
societies, leaders cannot treat women’s health as
an JLL()mpllShLd fact. Significant delays still exist
in approving slmp]L interventions that could im-
prove women’s lives, especially when compared to
the faster approval processes for treatments like

prostate cancer. ”
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Legislators need to recognize that men and women have different healthcare
needs and ensure that policies reflect those differences, not by pitting genders
against each other but by acknowledging and addressing the unique challenges
women face.

Society has evolved, and the role of women has changed significantly. Today,
women work as much as men, contributing equally to their families’ economic
well-being. With many expected to work into their mid-6os or beyond, ensu-
ring women's health isn't just a social responsibility; it's an economic necessity.
Women’s health must be central to decision-making, reflecting their growing
societal role and value.

When I started in the medical device industry, there was skepticism about
companies prioritizing proﬁ[ over value. But at Hologic, and even in my prior
roles, the focus has always been clear: delivering value to society. We ask how
we can improve lives and ensure people live healthier for longcn This approach
is evident in our Global Women's Health Index and how we combine expertise
in scientific research, marker access, and healthcare organization.
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Roberto Godoy

Beckman Coulter Diagnostics

Managing Director North And Central Europe, Portugal and European Distribution,

EF: Beckman Coulter has a significant presence in Germany. How would you
describe the company’s footprint and portfolio here, and what trends have
you observed in the German market?

RG: Germany is a cornerstone of our operations, reflecting our commitment to
excellence and dedication to meeting the needs of one of Europe’s most advan-
ced healthcare systems. Our footprint here includes a comprehensive portfolio
of diagnostic solutions—from high-throughput analyzers to specialized reagents
and innovative software platforms.

We've established strong partnerships with leading hospitals, laboratories, and
research insticutions. This collaboration keeps us at the forefront of technolo-
gical advancements and ensures our products align with the evolving demands
of healchcare providers.

In terms of trends, there’s a growing emphasis on personalized medicine and
precision diagnostics. The integration of advanced technologies like artificial
intelligence and data analytics is becoming increasingly important for enhan-
cing patient outcomes. Additionally, there’s a heightened focus on solutions
that improve laborarory efﬁciency and streamline workflows.

Germany’s regulatory environment is influential, often setting standards chat
impact the broader European Union. This requires us to be proactive in com-
pliance and quality assurance, ensuring our products not only meet but exceed
regulacory expectations.

EF: How would you describe Germany’s strategic importance to Beckman
Coulter on a global scale?

RG: Germany’s strategic importance cannot be overstated.

‘ ‘ As Europe’s Llrwtst economy and a leader in
medical tcchnolo"\, it pl.l\s a piv otal role in sha-
ping healthcare trends and standards. Success in
Germany enhances our global reputation and pro-
vides valuable msights that inform our str. ategies in

other markets. ”

Excelling here demonstrates our ability to meet the highest standards of exce-
llence, reinforcing trust with customers worldwide.

Moreover, Germany often leads in adopting new healthcare models and tech-
nologiesi Engaging eliectively allows us to stay ahead of industry developrnents,
adapt to emerging needs, and bring innovative solutions to other regions.

EF: Can you elaborate on Germany’s influence within the broader EU fra-
mework and its implications for your role overseeing multiple European
markets?

RG: Germany’s influence within the EU is 51gnil‘1cant cspecially in healthcare
regulation, poliw— aking, and standard-setting. Developments here often have
aripple effect across the continent.

In my role overseeing multiple European markets, this approach enables us to
harmonize operations and ensure our products meet diverse regional needs
while adhering to consistent quality and compliance standards. Additionally,
Germany’s innovation leadership fosters opportunities for cross-border colla-
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borations, enhancing our offerings throughout Europe.

EF: Reimbursement models are rapidly evolving. How do innovations like
Hybrid Diagnosis-Related Groups impact Beckman Coulter’s operations?

RG: The shift towards value-based healthcare models, such as Hybrid Diag-
nosis-Related Groups (DRGs), is reshaping the healthcare landscape. These
models incentivize efficiency, quality of care, and positive patient outcomes
rather than service volume (fee for service).

For Beckman Coulter, this underscores the importance of demonstrating the
clinical and economic value of our diagnostic solutions. We provide evidence
that our technologies contribute to better patient outcomes, reduce hospital
stays, and optimize resource utilization.

We've invested in health economics and outcomes research to quantil"y our
products benefits. By aligning our innovations with value-based care goals,
we strengthen partnerships with healthcare providers and support them in
achieving their objectives.

EF: Artificial intelligence is making waves in diagnostics. How has Al been
integrated into Beckman Coulter’s operations since the 2022 acquisition, and
what does the future hold?

RG: Al is 1‘evolutionizing laboratmy operations hy automating routine tasks
and predicting maintenance needs, helping laboratories improve efficiency,
reduce errors, and optimize resources.

QOur innovations at Beckman Coulter rely on technology. We leverage automa-
tion and clinical informatics to enhance lab efficiency, reduce human error, and
speed up processes — all of which enhance the patient experience. Integrating
Al and machine learning into our diagnostic tools allows for advanced daca
analysis and predictive analytics, especially of large data sets and when time is
of the essence, like in emergency rooms, minimizing uncertainty and helping
clinicians make quicker, more accurate, better-informed decisions.

Al integration aligns with our broader vision of digital transformation, com-
bining advanced diag‘nostics with data analytics O Open new avenues for im-
proving global healthcare outcomes.

EF: What steps must be taken today to create a transformative future for
diagnostics, and how can investment be attracted to advance healthcare ac-
cessibility?

RG: Creating a transformartive future for diagnostics requires a multifaceted
approach. Sustained investment in research and development is essential to
continue innovating in molecular diagnostics, point—of—care testing, and digital
health solutions, always having the patient at the center.

Collaboration is key. Partnering with academic insticutions, healchcare provi-
ders, and industry peers accelerates innovation and ensures new technologies
address real-world clinical needs.

To attract investment, we must demonstrate the tangible impact of advanced
diagnostics—improving patient outcomes, enhancing operational efﬁciency,
and contributing to healthcare cost savings. Providing robust health econo-
mics data and real-world evidence makes a compelling case to investors and
policymakers.

Healthcare accessihility is critical. Developing scalable, cost-effective solutions
that maintain high quality is essential for reaching underserved populations.
Leveraging technologies like telemedicine and mobile health platfornls can
extend diagnostics beyond traditional settings.



Engaging with regulators and policymakers to create a supportive environment
is also important. Clear regulatory pathways and favorable reimbursement
policies encourage innovation and investment.

EF: In 2025, Beckman Coulter will celebrate 90 years of legacy. What milesto-
nes stand out to you as part of this celebration?

RG: As we approach our goth anniversary, we're not only reflecting on past
achievements but also embracing the future, dedicated to improving healthcare
through innovation and excellence.
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While it is chal]enging to forecast the future in such a fast—evolving industry,
Beckman Coulter Diagnostics is a proud member of Danaher, a global science
and technology leader that secks to be a key player in the future we create.
In fact, Beckman Coulter Diagnostics embraces the group’s aim to accelerate
the power of science and technology to improve human health, and, to quo-
te Rainer Blair, President and CEO of Danaher, at the most recent Danaher
Summit: “We have to make the next 20 years a golden age for diagnos[ics a
critical catalyst, an enabler for what can be a revolution in healthcare—more
accessible, more effective and more equitable. At Danaher, were eager to build
thart future.”
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Mikko Vasama

Phi]ips Healch Systems
Managing Director, DACH

EF: Could you provide an overview of your current priorities and what we can
expect from Philips in the DACH region this year?

MV: For Philips, it is all about providing better care for more people. Healch-
care systems, including DACH, are struggling with rising demand, costs, staft’
shortages, and financial limits. Climate change adds pressure on health systems
and affects consumer behavior. Meanwhile, technology and Al are transforming
hospital and home care. In this area of tension, we are fully focused on how we
can help people take better care of their health work with healthcare provi-
ders to overcome these barriers and use innovation to accelerate diagnosis to
support better patient outcomes.

One of the industry’s most pressing concerns is the staffing shortage in custo-
mer service. At a recent conference, | saw multiple hospital booths, not from
vendors or companies like Philips but from hospitals themselves actively pro-
moting their institutions to attract clinicians and nurses. This notable shift
highlights the significant workforce shortages across the sector.

At the same time, there is a growing need for advanced solutions that generate
more diverse data types. While chis presents opportunities, it also poses challen-
ges when combined with staffing shortages. Addressing this issue is a priority
for us. We aim to develop solutions, products, and an ecosystem that enables
customers to operate efficiently despite workforcee limitations.

Beyond offering solutions and products, we also explore new operating and
partnership models to better serve our care providers.

EF: Hospital reform brings significant uncertainty for hospitals. How do you
view this situation, and how is Philips positioned to navigate these changes'.’

MYV: Uncertainty is certainly a factor. From a timeline perspective, the reform
has faced delays, and its evolution remains cornplex. There is clear guidance
on which different categories of hospitals will handle procedures. University
hospirals, for instance, will lil\'ely expand their role in certain procedures and
specialized care due to increased patient volumes. This requires them to assess
their need for greater ﬂexibility. Meanwhile, central and smaller hospitals face
an uncertain future. It is well known that the goal is to reduce the number of
Hospitals significantly. At the same time, more procedures will be shifted from
inpatient to outpatient care, mziking outpatient services incrcasingly important.

This transition also highlights the need for better connectivity. Hospitals and
outpatient providers must establish networks to coordinate diagnosis and
treatment efficiently. Patient pathways must be optimized, ensuring smoo-
th transitions between facilicies. Additionally, remote capahilities will play
a key role in addressing workforce shortages. Diagnosing patients remotely
and providing secondmy consultations or second opinions will be essential in
supporting smaller clinics.

‘ ‘ We are here to help hospitals through our
innovation, enabling agility and keeping a pa-
o C

tient-first mindset. ’ ’

Beyond that, we also facilitate knowledge sharing, not only within Germany
but across other markets. Coming from the Nordics, T often receive questions
about how similar reforms were implernented in Denmark or Sweden. These
discussions help hospitals navigate uncertainties by learning from interna-
tional experiences.
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Ultirnately, navigating these changes requires strong partnerships. \X/orl(ing
closely with hospitals on the principles of collaboration allows us to adapt
to the evolving landscape and develop solutions that provide the necessary
flexibility on both sides.

EF: Could you provide an overview of your presence in the country? Why is
Germany strategically important to Philips?

MV: Germany is the beating heart of Europe, and we are here to help hospitals
provide better care for more people through meaningﬁil innovation. It has ex-
cellent research facilities, world-class hospitals, and a reputation for delivering
precision innovation. Therefore, I can not emphasize the size and significance
of the German healthcare market. Tt is one of the largest in the world and plays
a crucial role for a global company like Philips. F inancially, Germany is among
our top markets, but its importance goes well beyond that.

Across the DACH region, Germany, Austria, and Switzerland, Philips has 4,500
ernployees. This includes commercial operations and signific;int investments in
manufacturing and R&D. For example, our Bsblingen campus is a major hub
for patient monitoring, where we drive global innovation with deep expertise.
Similarly, our Hamburg site has a long-standing focus on X-ray technology, and
in Klagenfurt, Austria, we manufacture personal health products such as oral
healthcare solutions. These investments reflect the strong emphasis on qualicy
and expertise that Germany is known for.

Finally, an essential factor is the readiness of the German medical community to
adopt new technologies. While technical and clinical excellence is critical, crue
innovation succeeds only when clinicians, nurses, and healthcare professionals
embrace it. In Germany, we sce strong engagement from our customers, who
are willing to explore and implement new solutions in parenership.

All these elements—from market size and expertise to collaboration opportu-
nities and a forward-thinking healthcare ecosystem—make Germany a strate-
gically significant market for Philips.

EF: What upcoming innovations are you particularly excited about, and which
do you believe could significantly impact healthcare?

MV: With over 130 years of history, innovation has always been at the core of
what we do. One key trend is that innovation cycles are becoming shorter,
with new advancements reaching the market faster due to rapid technological
progress. At Philips, a significant portion of our R&D investment is directed
toward technology, specifically software, data, and AL We do this because these
arcas are critical to the future of healthcare. Al is a great example of how we
are addressing major challenges, such as staffing shortages and cost pressures.

Additionally, Al is critical in enhancing image quality, making diagnostics
more precise and reliable. We have a dual-Al engine, which delivers an 80%
improvement in image sharpness, enhancing visualization for more confident
and accurate diagnoses. Our Al solutions are designed to empower radiologists
by providing deeper insights and enabling remote diagnostics.

Innovation at l’hilips is also about collaboration. As I mentioned earlier, we
believe in co-creation with our customers. Instead of developing solutions in
isolation behind closed doors, we work closely with healthcare providers o
ensure that innovation directly addresses real-world needs. Even if we develop
a solution with our customers that improves patient flow ei’i’iciency, regulatory
requirements still impact implementation.

For example, we have developed a solution that enables intensive care units
to operate more cfficiently. However, German regulations mandate a specific
number of staff in an ICU, which may no longer be necessary if a hospital
adopts a more advanced, efficiency-driven approach. In such cases, regulators
must evolve alongside industry advancements, working collaboratively with us

and our customers to ensure regulations keep pace with innovation.



Luca Valsasina

VitalAire

General Manager Germany and Romania (Air Liquide Group)

EF: What goals did you set for yourself when you were appointed GM of
Germany?

LV: Compared to my experience in Poland, Germany is a considerably larger
market, and our range of activities is more extensive. My primary plan is to keep
cxpandmg the current initiatives in Germany while 1dent1fvmg new expansion
opportunitics. Additionally, T intend to accelerate the shift toward a value-ba-
sed healthcare model that lias been the cornerstone of Air Liquide’s approach.

Value-based healthcare (VHBC) takes different forms in every country. My goal
was to grow and transform our already broad portfolio of activities, thanks to
VBHC’s offerings while looking for selected new opportunities for develop—
ment in new therapeutic areas.

EF: How do you want to broaden Germany’s diversity or identify new deve-
lopment opportunities?

LV: Our history began with respiratory activities, such as oxygen in the hospital,
progressed to oxygen at home, and subsequently developed a wide range of
additional activities. Our primary business in Germany and most European
nations is respiratory, which accounts for over half of our revenues. In Germany,
we also have a lot of infusion activity, especially in diabetes. We have made
signiﬁcant progress in other, more specialized fields, such as immunological

deficiencies and pAH.

Our activity is intensive care, which consists of more than 30 community care
centers and involves extremely critical patients to whom we provide 24/7 in-
tensive care.

EF: What do you think Germany’s strategic importance is to sucha large global
corporation, and how would you convince headquarters to bring resources
to Germany?

LV: The sheer size of the German market and its large population make it
important. The Germany’s healthcare system is highly fragmented but has
strengths and challenges. In Germany, there are over 9o distinct healch insu-
rance providers. In contrast, most European countries only have one healcheare
plan, which is the case in France, Poland.

On the one hand, Germany’s fragmented healchcare system adds complexi-
ty because there are more negotiations, procedures, and ways to accomplish
the same tasks. Still, it also gives you some flexibility because you can talk to
those health insurance companies and be creative, suggesting new approaches
that might be more difficult to implement in other nations with monolithic,
more centralised systems. Germany’s system is strong and flexible enough to
innovate, which is essential for value-based healthcare. We want to promote
and provide the German healthcare system with value-based healthcare, an
innovative solution that benefits everyone.

EF: You spoke about introducing innovations with solutions that benefir all
P g

parties. What makes VitalAire’s implementation of a value-based healthcare

system so crucial?

LV: Value-based care aims to provide your patients with the finest results at the
optimal price. This is essentially one of the primary answers to the healthcare
system’s problems going forward. We are all aware chat che population will age
and that chronic illnesses will become more prevalent in the years to come.
Therefore, in the upcoming years, the number of patients, their Complexity,

and the level of treatment will all continue to increase. They do not appear very
good when looking at age pyramids, of which the German age pyramid is one
of the most distorted. We know that the amount of care that must be given will
grow rapidly over the next 20 to 30 years. We also know that budgets will have
difficulty keeping up with this exponential increase. Value-based healthcare
can help with it. The issue is how to provide the optimal care for an increasing
number of patients. Homecare treatments, combined with a VBHC approacli,
will be an essential way to tackle this challenge, which is Why VitalAire is
committed to value-based healthcare.

Since treating a patient at home is less expensive than treating them in a hos-
pital, home care is not only the most economical option in many places these
days but also the type of treatment patients prefer. Instead of remaining in the
l’lOSplt"ll or other care facilities, most people would rather stay at home. Here,
we mix the most economical approach for the system with the best result for
the patient. Thanks to modern technologies, we can all be innovative in caring
for patients, even at home, and adopt methods that use fewer resources while
producing excellent results. For instance, telemonitoring is one teclmology
that can significantly improve patient care without requiring many doctors or
nurses to visit patients’ homes daily.

EF: Is VitalAire working on any projects to promote medical education and
raise awareness among healthcare professionals about your products?

LV: In some ways, this is our daily business, as we frequently serve as the te-
chnological arm of healthcare professionals. For instance, we educate medical
personnel about ventilators and their operation. We share our technological
expertise on the device with medical professionals; we constantly strive to su-
pport the medical field with new teclmology, such as telemonitoring; however,
these technologies will not replace medical professionals. They are the medical
profession’s enhanced capal)ilities.

In its most basic version, telemonitoring might be problematic because it ac-
tually generates a lot of alarms, such as “no data transmission” or “disconnected
modem.” It is inefficient and poor use of'a doctor’s time to spen(i time dealing
with this type of data. The appropriate degrees of knowledge must be well-ba-
lanced. The most effective way to care for patients in the healthcare system is
to combine medical, professional, and technological expertise with someone
in between who coordinates everything.

EF: When you reflect on your career path, what are some of your proudest mo-
ments as the head of the company in your area, and what do you hope to
achieve in the future?

LV: Tam very proud of the team’s commitment to the patients, their treatment,
and the company’s continued expansion.

‘ ‘ The primary goul for the upcoming year is to
continue the company’s t
we refer to as a thcrzlp\' partner. The foundation of
the value-based healthcare conceptis a business that

*an serve as a ther: apy partner for both patients and

medical pcr.sonncl ’ ’

-ansformation into what
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Chapter 5

Building the Basis for the

Future

The new Pillars of Germany's Health Industry

“It’s time to be bolder than ever, to think big and stay connected. Healthcare policy is also economic policy, and we need to
connect the dots, plan for the long term, and act with a strong sense of urgency for what needs to be done today.” Urs Voegeli,

Managing Director, [&] Innovative Medicine, Germany
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Navigating the Cost of Health

Germany’s healthcare system is under mounting financial pressure. With one of the highest per capita health
expenditures in the world, the country now faces a stark reality: rising costs, an aging population, and growing
demand for advanced therapies are putting sustainabi]ity at risk.

Frank Wartenberg, President of’ IQVIA in Germany, points
to a crucial inflection point: “The cost of the sick ﬁmd in Ger-
many will rise by about 1.84 up to 4.4 percent per person, plus an
additional 0.2 percent for care. For a total sick fund rise in 2025

of 2.5% per person, which is a substantial increase.” According to

Wartenberg, this sharp rise is prompting concerns from industry
and health insurance leaders alike and identifies scructural inefficien-
cies and uncontrolled expenses as key drivers of the probiem. “There
are extraneous costs and expenses in the system that should not be borne
by the insured members. 1 hcy are ﬁmdca' by the solidarity system rather
than by taxpayer dollars.” This, combined with rising labor and care
costs in hospitals and long-term care facilities, is creating a system
increasingiy strained by demographic shifts. “The lm‘gcst facwr is per-
sonal expense per patient in the aging society,” he said. “Germany has some
of the h igh(’st per capira sprndingﬁvr health in the world, but when it comes
to the size of the di[ference between li f&pan and healrhy llft we do not have
the best results per capita.”

Amid these financial pressures, access to high—cost therapies—parti—
Cuiariy gene and cell therapies—is becoming a central policy challen-
ge. Trearments that offer potentially curative outcomes often come
with price tags in the millions, raising difficult questions about how
to fund them fairly and sustainably.

Dr. Daniel Steiners from Roche highiights this dilemma
using rare and common diseases as examples. “I fwe consider a
rare disease like Duchenne muscular dysrmphy (DMD), where gene
therapies are highly expensive, you might argue that the number
of patients is small. However, these trearments could signiﬁcamly
reduce the [ong—term cost of care.” While this makes economic sen-
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se for rare conditions, he warns the stakes are even higher in more
common diseases: “The real challcnge arises when we look at more common
conditions, like Parkinson’s, where cell and gene t/u’rapics and expensive
treatments will ajfecr a much largcr popula[ion. .

The solution may lie in new ﬁnancing models. “We need to cxplorc
alternative reimbursement models, such as pay-for-performance schemes,
where payments are spread over time instead of being made upfront,” Stei-
ners added. This approach, often referred to as outcomes-based or
success-based reimbursement, is gaining traction.

One company aiready pi]oting this strategy in Germany is CSL
Behring. “We are current[y negotiating pricing wi th the national heal-
th insurance (GKV-SV),” said Christian Wieszner, Managing
Director and Vice President of the DACH Cluster. “Our
proposal is a success-based annual payment model, which ensures
predictable costs and aligns with the price of existing long-term
rrearments.” Under this model, reimbursement is staggered
over multiple years and conditional on treatment success. “This
approach could make gene therapy more sustainable for healthcare systems
while ensuring fasrcr access fbr patients.”

While this payment model offers a promising solution, the con-
versation cannot remain solely within boardrooms or ministries. As
Steiners noted, “much of the conversation needs ro take place at the socie-
tal level, involving payers and policymakcrs, to ﬁnd sustainable pathways
forward.” Germany has the resources, infrastructure, and innovation
pipeline to lead in advanced therapies, but without systemic chan-
ges in reimbursement, access, and outcome measurement, the gap
between innovation and impiementation could grow wider.
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Al & Data as the Backbone of Health

Germany is entering a critical phase in the digital transformation of its healthcare system. Data and artificial in-
telligence (Al) are emerging as essential tools to maintain quality and sustainability in care. Across the medTech
and biopharma sectors, executives agree Germany cannot afford to delay digitalization any longer.

“In terms of trends, there’ a growing emphasis on personalized medi-
cine and precision a'iagnostics,” said Roberto Godoy, Managing
Director for North and Central Europe at Beckman Coul-
ter Diagnostics. “The integration of advanced [cc/inologics like

artificial intelligence and data analytics is becoming increasingly

! sene ‘ yue g 81
important for enhancing patient outcomes.” But this isn't just about
innovation, it’s also about compliance and leadership. “Germany’s re-
gii/atmy environment is inﬂucntia/, oﬁcn setting sta ndards that impact the
broader European Union. This requires us to be proactive in cmnp[iam‘c
and quality assurance, ensuring our products not only meet but exceed
requlatory expectations.”

One of the biggest promises of Al lies in mal(ing sense of the

overwhelming complexity of biological and clinical data. As
Dr. Daniel Steiners of Roche put it, “The complcxity of our
research is enormous, with thousands of cell types, 20,000 genes,
and countless combinations. It is impossible to process all of this
in a lab without computing power.” Roche is tzicl(ling this cha-
llenge tlirough partnersl'iips like the one with NVIDIA, bi'inging
advanced computing into biomedical innovation. Steiners envisions
a future where anonymizcd healtch data becomes available for analy—
sis tl\rough large language models, saying, “Imagine if this data were
¢ for companies to analyze. This could lead to the generation of new
hypotheses on how to approach and treat cercain diseases.”

availabl

But 1‘calizing this vision in Germany requires more than computing
power; it requires trust and rcgulatory alignmcnt. For Wouter
Peperstraete, General Manager DACH at Hologic, the path
forward is clear but complicated. “Al could lic]p liy idcntiﬁving
negative cases, allowi ng healthcare workers tofocus on /iig/icr—risk

patients,” he explained, particularly in fields like breast cancer

screening. However, he cautioned that lcgislativc clai‘ity is ur-
gcntly needed. “No Al is 100% accurate and mistakes will occur,” he said.
“The key is ensuring these risks are minimal, comparable, or slightly better
than today’s s‘tandards‘ ”Moreover, compensation models for physicians
must adapt as well “If Al reduces the volume of lides a doctor reviews,
it could impact their income. Str 1kznq a balance between Al investments,

maintaining doctors’ roles, and ensur zngfau compensation is cr itical.”
“Data and digita/ ization are one of the untappcd opportunities in

Germany,” said Alexandra Bishop, Country President for As-

patient data is struc tuud ina way that makes it oruly usable.” But
the potcntial is immense: “An anal\'s‘is‘ by McKinsey shows that

more digital solutions in the healthcare system could reduce costs by

42 billion euros. Blshop also emplmsued the potential for digital
darta to support clinical trial recruitment, which would stimulate
further innovation and attract global investment to Germany.

Digitalization is not just transforming R&D, A already
p/ays an important role in our commercial business,” shared _]ulia
Von Gablenz, Regional President for Europe and the Middle

traZeneca Germany. She noted that currently “less than 10% of

East at Zoetis. “For example, in Germany, we introduced tools that assist
our field reps in preparing for their day. Instead of manually gathering data,
these tools use Al to give reps insig/its on which customers to prioritize, what
pr‘oa'ucts to discuss, and what opportunities to focus on.”

Moreover, “Germany remains competitive when it comes to applying
Al in production and manufacturing. This leadership is bolstered by our
highly qualiﬁed workforce and the collaborative environment fostcred by
institutions like university liospifais, which are signiﬁcant factors attracting
health industry investments to Germany. Nonetheless, bureaucracy,
taxation, and energy costs can impede innovation. We need
structural reforms to free up companies, so they can focus more on
innovation rather than red tape.” Observes Rabea Knorr, Head
Ol‘Department Healch lndustry, BDI, Germany

Across these diverse applications; clinical, production, com-
mercial, 1egul4torv the message is consistent: Germany must har-
ness its capacity for precision, compliance, and innovation to build
a more data-driven healthcare system.

Germany’s Al Advantage
Starts with the ePA

Artificial intelligence is accelei‘ating across
healthcare, but to unlock its full potential, a robust digital infras-
tructure is essential. In Germany, the electronic patient record (ePA)
marks a curning point. “While we may not be the fastest in adopting
digital technologies, we are now seeing concrete steps being taken in
the right direction,” said Achim Hartig, Managing Director
of GTAI and Chair of the OECD IPA Network. “One kcy
development is the introduction of the electronic patient record,
or ePA, which is an important milestone.”

The ePA is a centralized, secure digital file that stores a person’s
complete medical history, prescriptions, imaging, diagnoses, test re-
sults, and is accessible to patients and authorized providers. Patients
retain control over what is shared and with whom.

What makes the ePA transformartive is not just digital access, but
its role in enabling anonymized health data to be used for research
and innovation. As Hartig explained, “The regulatory framework is
evolving to allow data from electronic patient records to be combined with
information from health insurance providers, enabling its use in research
while still upholding Germany’s strong data protection standards.”

This balance between privacy and progress positions Germany to
lead in Al-driven healthcare. As Hartig put ic, “Whether you look at
genome analysis, personalized medicine, or molecule design, the potential
here is truly transformativc. Al is bccoming a unifj}ing forcc across domains.
At this point, the scope of its applications seems limitless.”
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Keep Investing in Germany

“Innovation cycles are becoming shorter, with new advancements reaching
the market fastcr due to mpid technological progress,” states Mikko Vasa-
ma, Managing Director of Philips Health Systems DACH. ‘At Philips,
a szgmf cant portion of our Re&D investment is directed roward tec/mology,
specificall [y software, data, and A, because these areas are critical to the
future of healthcare.” While Germany has built a great repucation as
attractive investment hub, the country must evolve to remain compe-
titive. And this does not happen in isolation. Many local stakeholders,
inc]uding o biotech clusters, are pushing for reforms that enhance Ger-
many’s attractiveness to globql Lapital “One of our key eﬁo; ts is engaging
with both the federal and state governments to push for regulatory

changes that make it easier to establish and finance companies,”

says Prof. Dr. Ralf Huss, Managing Director of BioM Biotech
Cluster Development GmbH. He notes that while structures
like the German GmbH make it easy for founders to launch,
they’i'e less suited to growth—stage companies 1ooking to raise
international capital or exit through public markets.

Germany’s relatively weak 1PO 1andscape is also a concern. “The
German stock c'xchange is hesitant to list small or nano-cap companies,”
Huss says, citing the success of NASDAQ, Denmark, and the Nether-
lands in atrracting life sciences IPOs. “We are working to change this
mindset by advocating for more flexibility in Germany’ financial market
to encourage IPOs and attract private capital.”
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A critical piece of the puzzle will be sustained investment in phar-
maceutical and medTech manufacturing, especially amid global su-
pply chain Volatility.

Jan Kengelbach, CEO of Acnova Group states: “This sector has strong
long-term fundamentals but requires continuous investment, regulatory
ﬂcxibility, and a pricing environment that ensures proﬁtability. If
that balance is found, Europe can secure its supply of essential
medicines while still fostering innovation and growth. 7

Ultimately, the opportunity for Gerrnany is not just to re-
tain its role as Europe’s industrial backbone, but to position
itself as a strategic innovation leader in healthcare, where medtech,
biotech, pharma, providcrs and i‘cgulation should converge to deliver
smarter, more cquitablc care.

“Scientiﬁc advancements are a fbrcc fbr good,” says Alexandra Bishop,
Country President at AstraZeneca Germany, who is optimistic

about the sector’s future. “It’s encouraging to see that the pcrccp—
tion of pharma has begun to shift to being viewed as part of the
solution for a healthier future, and a positive contributor to the
economy and growth. My hope is that we continue to evolve into
an even stronger location for innovation.”



Julia Von Gablenz

Zoetis
Regional President Europe And Middle East, Zoetis

EF: What are the main priorities on your agenda this year?

JG: In recent years, Zoetis has cemented its position as the global leader in
animal health, and the opportunities ahead remain promising.

‘ ‘ Our success is built on a strong strategic fra-
mework. 111rough continuous R&D investment and
our differentiated portfolio we advance progress in
our kcvf anchises, mdudnw small animals and equi-
ne, and stren;,lhcn liv eslock innovation. ’ ’

There continues to be a vast, unmet need in veterinary medicine, such as the
lack of treatment options for chronic diseases in cats and dogs, and the livestock
sector demands sustainable solutions to enhance productivity. We continuously
invest in innovative solutions to meet the needs of companion animals, focusing
on areas like renal, cardiology, diabetes, and oncology, while also prioritizing
lifecycle innovation to match the preferences and expectations of veterinarians,
producers, and pet owners.

While livestock once represented the majority of our business, the small animals
segment has been a growth driver for years. Today, it represents over 60% of’
our global revenues. We continue to see that evolution continue as pet owners
are increasingly visiting veterinarians and investing in therapies that enhance
their pets’ lives. Our expertise in dermatology and osteoarthritis pain (OA) in
dogs and cats is industry—leading. Our monoclonal antibodies in these areas
have transformed the quality of life for pets and their owners, and we are
committed to further expansion.

However, the livestock sector remains vital due to its role in food production
for the global population. We are dedicated to continued investment in this
area and to supporting farmers through a comprehensive approach focusing
on disease prediction, prevention, diagnosis, and treatment.

EF: What is the role of diagnostics for Zoetis?

Although currently a smaller segment, Diagnostics has significant potential
and is another area for future growth. AT is transforming diagnostics, treatment
plans, and patient monitoring. These technologics enable faster and more ac-
curate discase detection, personalized treatment plans, and predictive analytics
for better health outcomes. A few years ago, we launched an Al-powered dng—
nostic tool called Vetscan Imagvst It allows veterinarians to scan samples in
their clinics, which are then sent to the cloud for an Al-based diagnosis. This
tool was the first of its kind and is an excellent example of how Al is transfor-
ming veterinary care.

EF: What is Germany’s strategic importance to Zoetis globally?

JG: Germany is the fifth-largest animal health market in the world. Over the
past five years, the German market has shown steady, rnid—single—digit growtli,
and Zoetis has consistently performed strongly in this region. We estimate
the German animal health market to be worth around $1 billion, and Zoetis
has consistently outperformed the market over the last five to ten years. Our
innovations, such as monoclonal antibodies, have driven our success, but other
factors have also played a role. Germany is a key market for us, and our strong
pcrforrnance highlights the important role we play init. Notal)ly, we achieved
market leadership in Germany in carly 2023, a milestone we are very proud of.

EF: How can the new, recently announced commercial structure at Zoetis
drive synergies across markets?
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JG: Our new structure is designed to focus on the growth of both our business
and reflects our commitment to effectively addressing local needs and priorities
in a highly dynamic external environment. I am thrilled about taking on this
new role as Regional President for Europe and the Middle East.

Europe is a mature and important region — the second—largest animal healch
region in the world after the U.S. and plays a crucial role for Zoetis. The Mi-
ddle East, however, presents a different picture. While the pet care segment
is a major revenue driver in Europe, the Middle East emphasizes production
of animals like poultry and cactle, presenting significant opportunities for us
in that region.

Despite some differences between these regions, there are also many similari-
ties, especially regarding customer needs and standards ol:veterinary medicine.
Both the European markets and the markets in the Middle East are incredibly
dynamic. This makes it a great opportunity for Zoetis to build on our strengths
and clevate our role across this region’s animal health sector.

EF: How are you using digital tools and data to improve operations in Ger-
many and the region?

In Germany, we launched our e-commerce channel about two and a half years
ago, allowing veterinarians to order directly from us 24/7 through our online
shop. This has quickly become our most important sales channel, showing tre-
mendous growthi Additionally, we have been expanding digital communication
with both customers and pet owners. For example, we run direct-to-consumer
education campaigns to inform pet owners about diseases, leveraging digital
placforms to spread awareness. For veterinarians, while face-to-face interaction
with our reps remains their preferred communication channel, we have been
supplementing this with digital tools to enhance education, customer service,
and engagement.

EF: What steps are you taking with Al, and how do you see it shaping future
operations?

JG: First of all, I want to cmphasize that Al and darta science are revolutioni-
zing drug discovery and development. By harnessing vast amounts of clinical
and non-clinical data, the industry can make faster, more precise decisions in
creating new medicines and vaccines. This approach may help reduce the time
from discovery to market.

Beyond R&D, Al already plays an important role in our commercial business.
For example, in Germany, we introduced tools that assist our field reps in pre-
paring for their day. Instead of manually gathering data, these tools use Al to
give reps insights on which customers to prioritize, what products to discuss,
and what opportunities to focus on. I believe we are leading the industry in
this area.

EF: How are you driving the use of Al at Zoetis?

We are enhancing digital fluency among our employces, providing extensive
training on digital tools and Al capabilitics. We encourage our teams to inte-
grate Al into their daily work in various ways. However, it is also important
to emphasize thar critical thinking is needed more than ever to evaluate the
results of Al systems and ensure they are accurate. An ethical and responsible
approach to Al is of crucial importance to us at Zoetis.

EF: Reflecting on your 17 years with the company, what achievements are
you most proud of?

JG: T have been with Zoetis since day one and experienced the transition from
Pfizer to Zoetis. Witnessing the company’s growth in identity, culture, and core
values has been incredible. Our senior management has excelled in bringing
Zoetis to life, and [ am proud to have been part of this journey, including the

IPO and everything that followed.
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Jan Kengelbach

Aenova Group
Chief Executive Officer

EF: What are Aenova Group’s key priorities and main opportunities in Ger-
many for 2025 amid global changes and a new government?

JK: Our strategy is fully customer-centric, keeping clients—and the patients
they serve—at the heart of everything we do. As a service company, our goal is
o provide the best service in Europe while investing in cutting—edge technolo-
gies that set us apart and drive innovation. This year, we are investing 120 to 130
million Euros to expanci our facilities across 14 locations, seven of which are in
Germany. This will increase production capacity and support new technologies,
enabling us to serve customers better and improve patient care.

Key initiatives include a new aseptic center in Italy for preﬁlled syringes, a spray
drying platform in Ircland, a hot melt extrusion platform in Germany, and a
gummy production platform in Romania for over-the-counter drugs, as well
as vitamins and supplements. Leveraging deep expertise across diverse dosage
forms and markets, we continuously innovate and advance our technological
capabilitics to stay ahead in the industry.

EF: How is Aenova adapting to global competition and emerging trends like
personalized medicine and cell therapies?

JK: Measuring progress can be tricky, but one way to look at it is through busi-
ness growth. When [ started at Aenova eight years ago, we were securing around
€60—70 million in new business annually. Last year, that number jumped to
€210 million, despite operating in predominantly high—cost European countries.

A key factor in staying competitive is our ability to control costs. In many of
our plants, once you factor in transport risks and retesting, our conversion costs
are actually lower than those of Indian competitors. That is no coincidence —
it is the result of deliberate investments in automation and next-generation
machinery. Take blister packaging, for example. Where 100-150 blisters per
minute were once considered efficient, our latest machines now run up to 700
blisters per minute. At this scale, labor costs become far less critical, making
us highly competitive.

However, cost e[‘ficiency is not enough on its own. Reliability — delivering
on time and at top quality — is even more important. Not every CDMO has
kept pace here. Investing in advanced technology requires financial strength
and access to capital.

A few years ago, we reinvested 4-5% of our revenue; today, that’s grown to
12-13%. That level of reinvestment is only possible with strong profitabilicy and
sharcholders willing to support long-term growth over short-term gains. It is
this strategy that allows us to stay ahead.

EF: How do you envision Aenova’s long-term investments, and how will they
shape operations over the next years?

JK: Everything we invest is self-funded by the business's operating profics, and
if we need to make bigger investments, such as acquisitions, we can use our
healthy balance sheet to do so.

‘ ‘ What differentiates us is our ability to in-
vest strategically in new technology, often with
pre-sold capacity or co-investment agreements
with customers. This enables us to keep expanding
in Europc, cspccially in high—tcch, highly automa-

ted manufacturing. ’ ’
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Looking at the marker, big pharma companies are investing billions in manu-
facturing. Setting up a single aseptic production line today can cost €30 to €50
million — often an entire annual capex budget of smaller CDMOs. That limits
many companies to adding one new line every few years while maintaining
existing operations.

Of course, not all production makes sense to keep in Europe. For generic OTC
(“over the counter”) drugs like paracetarnol or ibuprofen India remains the most
competitive location. But for prescription and more complex medications,
there is still a strong case for European production.

EF: How is Aenova integrating Al technology into its platforms, and what
opportunities do you see for further innovation in the sector?

JK: Our Aenovation™ program is designed to streamline pharmaceutical de-
velopment, deploying a science-based rationale selection of formulation and
technology. Computational analysis and algorithrns play a key role in chis pro-
cess. This initiative aims to bring new products and development services to
the marker, focusing on advanced technologies like spray drying and hot melt
extrusion. Without heavily marketing these services until now, we have already
ateracted strong market interest — many companies need certified platforms
to bring their products to market. As a result, we are now working with several
new chemical entities (NCEs) that could become major commercial products.

This hrings us to technology and digitization, which are central to our long—
term strategy. In certain areas of production, we are using data-driven process
optimisation, which enables us to exploit a signiﬁcant amount of potential. The
goal is simple: bring our systems to world-class standards and make Aenova
the top pharmaceutical manufacturing partner in Europe. While our current
systems work, we want to elevate performance and efficiency across the board.

In many manufacturing sites, more indirect employees manage paperwork and
compliance than direct workers on the machines. But Al and digital tools can
change that. Automated systems can now handle batch records and product
quality reviews just as effectively as manual checks. We are not fully there yet,
but we are laying the groundwork, ensuring data is structured properly and
climinating manual entry wherever possible.

EF: Could you claborate on your company’s sustainability strategy and its
impact on environmental health?

JK: When a company reaches a billion euros in revenue, it has to take its role
as a responsible corporate citizen very seriously. Ideally, that starts earlier, but
with 4,000 employees and a large manufacturing footprint, it becomes essential.
And that commitment has to come from leadership.

We're preparing to launch our official sustainability policy later this year, with
clear targets for reducing scope 1 and 2 emissions. A key priority is switching to
100% renewable clectricity, along with lowering wastewater and overall energy
consumption. We've created a dedicated sustainability department that works
plant by plant to set reduction goals.

But sustainability goes beyond environmental goals. It is about good governance
and community engagement, too. These factors make us more attractive not
just to investors, but to employees who want to work for a company that’s
genuinely improving.

EF: As a final message, what must happen to ensure health is seen not as a cost
but as a long-term investment at the European level?

JK: The key going forward is for policymakers and investors to recognize that
pharmaceutical manufacturing is not just a cost but a strategic investment in
Europe’s health security. This sector has scrong long-term fundamentals but re-
quires continuous investment, regulatory ﬂexihility, and a pricing environment
that ensures profitability. If that balance is found, Europe can secure its supply
of essential medicines while still fostering innovation and growth.
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Ulrich Hoppe

German British Chamber of Industry and Commerce, AHK UK

Director General,

EF: How do you assess the current landscape regarding bilateral relations
and the investment environment, and what are the current priorities on your
agenda?

UH: Since the Brexit referendum, there’s been a lot of uncertainty on both
sides. Businesses thrive on predictability, and that wasn’t the case for years. It
wasn't until Brexit officially happened, first politically on January 3ist 2020,
then commercially at the end of that year, that clarity emerged So, for the past
four years or so, things have settled to some extent. That initial uncertainty
impacted investment, and some supply chains had to adjust. But over time,
things have started to normalize. Of course, COVID-19 also played a role, which
made it easy for both sides to argue their case. Brexit supporters could blame
disruptions on the pandemic, while opponents pointed to Brexit. In reality,
both had an impact. COVID-19 likely had the bigger short-term effect, while
Brexit continues to shape things long-term.

Trade tends to be more short-term and has largely recurned to pre-Brexit levels.
Investment, however, is a different story; it requires stability and iong—term
planning, often over 5, 10, or even 15 years, depending on the industry. When
Brexit i‘inaiiy happened, companies had to adjust to new trade barriers and
administrative requirements. Logistics firms had to adapr, businesses had to
navigate new regulations, and while these changes added some costs, maybe
1—2%, depending on the sector, have been manageable. The bigger challenge
is that the UK’s economy is heaviiy service-driven and networked. Businesses
rely on bringing people together quickly, often across borders, which isn't as
simple as adjusting paperwork. That's the real 10ng—tetm shift that companies
are still figuring out.

Since Brexit, the UK no longer has freedom of movement, and immigration
rules have tightcned. Visas are now rcquircd for many activities, and thcy're
not issued on the spot, which has made the UK less attractive for certain things.
This has distanced the UK economy somewhat, and while it’s not a major short-
term issue, we're seeing ionger—term effects. The long-term impact is that when
you're no lonbcr part of a network, certain opportunities don't happen. From
a trade perspective, Brexit negativeiy affected UK-EU and giobai trade, parti-
cularly in goods. Services trade hasn't seen much disruption, but goods trade
has sttuggied due to customs procedures and administrative barriers. The UK
was once dccply integrated into European suppiy chains, with certain products
finalized in the UK before being exported worldwide. Wich added complica-

tions, some of these activities have moved elsewhere.

That said, the UK economy hasn’t collapsed far from it. While Brexit is esti-
mated to have reduced potential growth by around 4-5%, the economy has
continued to expand and, in some cases, has outperformed parts of the EU,
especialiy Germany. The EU’s overall growth has been stronger due to rapid
Eastern European development. Brexit has also given the UK more flexibility
in shaping its trade poiicies. For instance, while the EU decided to impose
tariffs on Chinese electric vehicles, the UK opted not to, allowing it to adjust
its approaeh based on its interests.

‘ ‘ Asg g]obal d\ mamics shift the UK is w orkm

to position itself as a kev link between the US
Europe, and Ukraine. This could enhance its po-
litical st‘mdmg and create economic advantages.
While Brexit has led to lost opportunities, the UK

has adaptcd. ’ ’
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EF: Are there any speciﬁc other trade hurdles that could immediately impact
investment in the UK?

UH: Reguiatoiy certainty is a big issue, especiaiiy with all the geopoiitical shifts.
For example, it’s unclear how climate regulations will evolve and whether tar-
gets will be loosened or tightened. The carbon border ad]'ustment mechanism
is another arca of uncertainty. Companies prefer regulatory alignment between
the UK and the EU to avoid producing under two different standards, par-
ticularly given the UK’s relatively small market. Chemical regulations have
also posed challenges, requiring companies to re-register substances under UK
REACH. However, some progress has been made in easing regulatory burdens.
A positive step has been the UK allowing most products to use the CE mar-
king, meaning UK manufacturers can produce under EU rules. This helps UK
companies access European markets and vice versa. However, this also means
the UK has become a “rule taker,” accepting EU standards without a say in
shaping them, something Brexiteers never wanted but has happened in practice.

Customs formalities are still a big chalienge, especiaily for food and agricul—
tural goods that need health checks. A phytosanitary agreement could make
a real difference by cutting down on border controls, but it would mean the
UK either aligning with EU standards or being seen as equivalent. The catch
is that this might involve the European Court of Justice, which many Bre-
Xit supporters were against. It’s a tricky balance, but finding a solution could
smooth trade flows.

EF: What makes the UK attractive from a research and development pers-
pective?

UH: The UK is a globai research hub, and the Engiish ianguage plays a big
role. The country has always been open to international expertise, making it
casier for top researchers worldwide to come and work there. While Germany
and other European nations also have excellent universities, the UK’s Ianguagc
adVantaga strong research clusters, and size make it particularly actractive.
Size matters, too; larger research clusters tend to thrive, and the UK’s flexible
labor market helps. Top researchers don't need heavy employment protections;
they want the freedom to move where opportunities are best. This flexibility
is espeen]ly valuable in sectors like pharmaceuticals and high-level financial
services, where talent is highly mobile and in demand.

Another interesting area is data protection and how it impacts research. The
UK takes a more practicai approach than countries like Germany where strict
data rules sometimes make sharing medical information more difficult. The
NHS, despite its flaws, has a massive health database that supports large-scale
research. This helps with clinical scudies, identifying what works, and impro-
ving healthcare efficiency. While no system is perfect, the UK’s ﬂex1b1hty and
data-driven approach offer some valiable lessons for others. This helps with
clinical studies, figuring out what works, and improving healthcare efficiency.
With over 100 health insurers and tight data rules in Germany, sharing informa-
tion is more compiicated, which can slow things down. It’s worth noting that,
even with its challenges, the NHS has achieved outcomes like higher life expec-
tancy than Germany. That’s something other countries might learn from. Of
course, no system is perfect, but the UK’s flexibility and data-driven approach
offer some valuable insights.

The current government is facing a tough challenge in healthcare. On one
hand, they want to reduce waiting lists, which requires investing in hospitals,
doctors, and immediate resources. On th(, other hand, they’re pushing for more
preventative care and community-based services, which are cheaper in the long
run but take time to show results. Given the current financial constraints, it’s
nearly impossible to commit to both at the same time fu]iy, yet politically, they
have promised to do so. How they navigate this trade-oft will be key.



Another aspect is the role of personal responsibility in healthcare. There needs
to be more honesty in the system about what the NHS can and cannot provide.
A good example is cases where patients are asked to make lifestyle changes
before receiving treatment. For instance, a neighbor of mine, who was signifi-
cantly overweight, was told she needed to lose almost 30 kilos before qualifying
for knee surgery. This situation brings up an important point: while healthcare
should be accessible to all, individuals also need to take responsibility for ma-
naging their health. Striking the right balance between public support and per-
sonal responsibility could be a promising direction for the healthcare system to
explore. It’s about empowering people while still providing the care they need.

EF: How do you facilitate entry into the British market in terms of your value
proposition?

UH: We don't just see German companies doing business in the UK. It goes
both ways, with British companies expanding into Germany as well. Our role
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is to support them in a few key ways. First, we're often the first point of contact
when businesses want to explore new markets. We help them find potential
partners, agents, and opportunities. Then, when it comes to investment, we
connect them with the right people for location searches and business setup.
Once they’re established, our network plays a big role. Whether helping UK
employees understand German business culture or supporting German execu-
tives adjus[ing to the UK market, having a trusted group to exchange insights
is invaluable. It’s not about trading secrets. Beyond that, we help companies
with practicalities like VAT obligations and payroll management, especially
for smaller teams. This lets them focus on growing their business without get-
ting bogged down by adminiscrative hurdles. Many medium-sized companies
want to expand in the UK but don’t want to be slowed down by paperwork.
We handle the back-office tasks so they can concentrate on what they do best.
While we're not experts in every industry, we specialize in handling the opera-
tional side so companies can focus on what they do best.
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