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	5. Leadership, the cornerstone  of progress and
innovation, is not merely a title but a transformative
force that shapes nations, organizations, and
communities. Leaders are beacons of inspiration in human
endeavours, leading their teams through unfamiliar waters
and illuminating the path with ﬁrm vision. Their importance
transcends the realms of decision-making; leaders are
architects of change, orchestrating eﬀorts towards a
common goal. Eﬀective leadership drives groundbreaking
achievements and societal advancements in every sphere,
from business to politics, academia to healthcare.
Yet, the journey of leadership is not without its challenges.
It demands navigating turbulent seas of uncertainty and
surmounting obstacles that test one’s mettle. The true
essence of leadership lies not in the absence of challenges
but in the ability to transform them into opportunities for
growth. Resilience becomes the armor, innovation the
sword, and unwavering determination the shield. To
overcome challenges, leaders must embrace change, foster
collaboration, and cultivate a mindset that sees setbacks as
stepping stones to future triumphs.
In the current era, we ﬁnd ourselves amidst a panorama
where leadership has never been more critical. Rapid
technological advancements, global interconnectedness, and
societal shifts necessitate leaders who can navigate
complexity, inspire creativity, and foster inclusivity.
In this edition of Insights Care, titled “Denmark’s Top 5
Eﬀective Leaders to Follow,” we solve the narratives of
contemporary leaders who have mastered the art of steering
through challenges, illuminating the path for others to
follow. Their stories are not just chronicles of success but
guidebooks showcasing the principles and practices that
deﬁne exceptional leadership in today’s dynamic world.
As you immerse yourself in the pages of this edition, we
invite you to gather insights, draw inspiration, and reﬂect
on your leadership journey. Let these stories motivate you,
propelling you toward excellence and guiding your pursuit
of success.
Welcome to a celebration of leadership, innovation, and
resilience. Welcome to Insights Care.
Hope you have an inspiring read ahead!
-Pooja Shah
Pja Sh
Inspiring Excellence,
Guiding Success
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Lone has valuable  experience with sourcing and
securing GMP & GDP in the value chain; R&D in
ingredients, health food, cosmetics &
pharmaceuticals.
Martin is a result driven, organized and decisive
leader with proven success in optimization of
company processes and results.
Anders is an execution-oriented leader with deep
expertise within FMCG, strategy and operational
excellence.
Simon Bagger is a skilled Senior IT &
Automation Consultant and Project Manager
within Good Manufacturing Practice (GMP).
Lone Henriksen
Founder & CEO
CS MEDICA
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Leading the Way  in Life
Science Consul ng
The life science industry encompasses various
sectors, including pharmaceuticals, biotechnology,
medical devices and healthcare. Within this
dynamic and highly regulated ﬁeld, companies rely on the
expertise of consultants and engineering ﬁrms to navigate
complex challenges, ensure compliance with stringent
regulations and drive innovation.
Genau & More A/S specializes in providing consulting and
engineering services to the life science sector. With a focus
on quality, compliance and patient safety, the company
oﬀers a comprehensive range of services to support clients
in their pursuit of excellence, whether it being long-term
inspection and audit readiness or IT and Automation
investments.
Thriving for this pursuit, leaders like Simon Bagger, are
playing a pivotal role in driving innovation and ensuring
patient safety as a COO, Partner & Senior Consultant at
Genau & More A/S. With a background in electrical
engineering and a passion for making a diﬀerence in the
industry, Simon's journey has been marked by a
commitment to excellence and a deep understanding of the
complexities of the ﬁeld.
Let's delve into Simon's inspiring career path, his
contributions to Genau & More A/S and his unwavering
dedication to patient safety and compliance!
A Journey of Empathy and Technical Expertise
Simon's remarkable journey in the life science industry is
characterized by his unwavering passion for making a
Denmark's Top 5 Eﬀec ve Leaders to Follow
 


	12. meaningful diﬀerence and  his relentless pursuit of
excellence. As a distinguished leader at Genau & More A/S,
he continues to drive innovation, prioritize patient safety,
and ensure strict compliance. Simon's unique combination
of technical expertise, empathy, and eﬀective leadership
signiﬁcantly contributes to the success of Genau & More
and the overall advancement of the life science sector. With
his extensive experience in IT and automation, Simon
adeptly navigates the complexities of the industry,
delivering exceptional consulting services that empower
clients to achieve their goals and stay at the forefront of
innovation.
Embracing a Diﬀerent Approach
In 2019, Simon embarked on a new chapter in his career
when he joined Genau & More A/S, a leading engineering
and consulting ﬁrm in the Life Science industry. One of the
key factors that attracted him to the company was the
unique approach to business adopted by the CEO, Henrik
Johanning. Unlike traditional consulting ﬁrms that prioritize
ﬁnancial metrics, Genau & More prioritizes ﬂexibility,
employee well-being and strong client relationships; i.e.
company culture and values.
Simon says, "But in Genau & More, I experienced
ﬂexibility and a view of the whole person, which was
radically diﬀerent and absolutely decisive for my entry into
the company - both as an employee at the time and now
also as COO and partner. That is why I am incredibly proud
and happy about this new chapter in Genau & More."
He further adds, "With the growth journey we are on now, it
is alpha and omega that our employees are happy and well-
motivated and the relations with our clients are good. You
could argue that we see both relations as a strong,
committed partnership."
Simon emphasizes the importance of creating a people-
oriented culture at Genau & More, where employees are
valued, and their happiness is central to the company's
success. The company's motto of "work anywhere,
anytime" reﬂects its commitment to ﬂexibility, quality work
and employee well-being. Regular (digital) check-ins
ensure that colleagues are not overloaded or unhappy at
work. By breaking down the traditional consulting
stereotypes, Genau & More aims to deliver exceptional
results while fostering a positive work environment.
Driving Innovation and Ensuring Compliance
For Simon, compliance in life science is everything. He
wants to ensure that everyone in Genau & More A/S always
puts patient safety ﬁrst and is motivated to follow current
compliance when serving clients.
Genau & More A/S oﬀers a wide range of innovative
services across four key business areas:
Ÿ Management Consulting within Inspection & Audit
Readiness and IT & Automation:
Drawing on their extensive engineering experience, the
company provides operational advice and strategic
guidance to clients in GMP-regulated production. They
help clients establish or adjust quality management
systems, enterprise resource planning, architecture and
integration, project management, IT & automation
strategy, and digitalization.
Ÿ Project Management:
With deep insight into the life science industry, Genau &
More excels in managing projects throughout their
lifecycle. From conceptualization to execution, the
company ensures compliance with GMP regulations,
adherence to timelines and budget control. By
leveraging their industry expertise, they navigate the
complexities of project management, ensuring
successful outcomes for their clients.
Ÿ Validation:
Genau & More understands the critical role of validation
in the life science industry and oﬀers comprehensive
validation services to ensure compliance and reliability.
Their team of experts specializes in computer system
validation, equipment qualiﬁcation, process validation,
cleaning validation, and analytical method validation.
By employing best practices and industry standards,
Genau & More ensures that systems, processes and
equipment meet regulatory requirements and deliver
consistent and accurate results.
Ÿ Training and Education:
Recognizing the importance of continuous learning and
development in the life science sector, Genau & More
provides tailored training programs and educational
courses.
Simon states, "It is our intention – in any collaboration –
to ensure that our clients are inspection-ready. We do
this, in part, by oﬀering courses in data integrity & IT
compliance as well as validation & qualiﬁcation and
more, providing our clients with the opportunity to
acquire the necessary competencies."
 


	13. Our management
consultants are  able to
work closely with the
management team, as
if they were part of the
client's management,
and can thus help
to drive and realize
management priori es.
 


	14. Testimonials
These oﬀerings cover  a wide range of topics, including
GMP compliance, quality management systems, computer
system validation, risk management and regulatory aﬀairs.
By equipping individuals and organizations with the
necessary knowledge and skills, Genau & More contributes
to the growth and professional development of the industry.
Leading the Way
As a COO, Partner and Senior Consultant at Genau & More
A/S, Simon plays a key role in shaping the company's
direction and driving its success. His expertise in IT &
automation, combined with his deep understanding of the
life science industry, allows him to provide valuable
insights and solutions to clients.
Simon's focus on patient safety and compliance is evident
in his work. He is committed to ensuring that clients'
operations meet regulatory requirements and that patient
well-being remains at the forefront. With his technical
expertise and empathy-driven approach, Simon guides
clients through complex challenges, helping them optimize
their processes, minimize risks and achieve their goals.
We chose Genau & More for the
task, as before the impending inspec on
we needed management consul ng and
not just project management. We needed
a close partner who could assist us in
thinking inspec on readiness into our quality
strategy and ensure long-term implementa on
of this so that in reality we would always
be inspec on-ready.
Pär Thuresson
SVP for R&D
GN Hearing
We faced a regulatory challenge further
complicated by the requirement of primarily
suppor ng at a distance due to COVID-19. In
addi on, we needed hands-on project
management to be able to execute and a
strong commitment to delivering within
agreed melines, as a planned global launch
was dependent on the CE mark of this new
device. Genau & More supported us strongly
on this business-cri cal project and delivered
on a commi ed meline. They delivered
exactly, what they promised.
Lars Hagander
Senior Director
GN Hearing
We were recommended to reach out to Genau &
More in our professional network, and a er our
ﬁrst mee ng, we did not doubt that they could help
us in the development of our quality management
system. It has been a fantas c collabora on and
everyone on the team at Genau & More worked
incredibly professionally and with a very cri cal
meline and delivery plan, which was met 100%.
Our prepara on in collabora on with Genau &
More triggered a very good inspec on with only
one minor devia on. We will use Genau & More as
our future consultants, so we ensure, among other
things, that we have a quality management system
that is always ready for inspec on.
Pernille Rex
Direct Derma Supplies
Director and Head of Quality
 



	16. Our many years  of
experience with and
insight into the life science
industry, allows us to safely
manage your projects
through all phases, from
conceptualiza on to
execu on.
 


	17. Moreover, Simon's leadership  at Genau & More extends
beyond client engagements. He actively promotes a positive
and inclusive work environment, encouraging collaboration
and innovation among team members. By nurturing talent
and fostering a culture of continuous learning, he ensures
that Genau & More remains at the forefront of the industry,
delivering exceptional results to clients.
As a leader, Simon Bagger follows strategies that have
helped him succeed in his position. He believes in active
listening to colleagues, clients, collaboration partners and
the board of directors. By valuing and considering diverse
perspectives, Simon fosters an inclusive and collaborative
environment. Furthermore, he emphasizes honesty and
transparency in internal and external communications,
building trust and establishing strong relationships.
To manage speciﬁc responsibilities at Genau & More A/S,
Simon relies on eﬀective communication, delegation and
strategic planning. By setting clear goals, providing
guidance to the team and leveraging their expertise, Simon
ensures that the company delivers high-quality services and
meets client expectations.
Stepping Into the Future
Simon is a prominent part of Genau & More A/S, and he
envisions scaling its services and operations by
continuously looking ahead and exploring ways to make
tasks easier for clients through digitalization and other
advancements. By embracing new technologies, staying
updated on industry trends and actively seeking growth
opportunities, the company aims to expand its reach and
further enhance its impact on patient safety, compliance and
the overall success of pharmaceutical companies.
Bequeathing Wisdom
Simon oﬀers valuable advice to budding entrepreneurs and
enthusiasts venturing into the life science sector:
Ÿ Be kind and respectful to people you encounter
throughout your career, as you never know when your
paths may cross again.
Ÿ Focus on learning the technical aspects of the industry
and gain hands-on experience, as this knowledge will
earn respect from employees and clients when assuming
leadership roles.
Ÿ Remember that one is only as good as your last project,
so always strive for project excellence and continuous
improvement.
 


	18. Key
Performance
Leaders
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	19. ﬀective leadership is  paramount in the intricate
Eworld of healthcare, where every decision can be a
matter of life or death. Healthcare leaders are
tasked with steering their organizations towards success,
ensuring not only patients’ well-being but also the
institution’s sustainability and growth. To achieve these
goals, healthcare leaders rely heavily on Key Performance
Indicators (KPIs) – invaluable tools that serve as guiding
stars in the vast universe of healthcare management.
Understanding the Signiﬁcance of KPIs
At its core, a KPI is a measurable value that demonstrates
how eﬀectively a healthcare organization achieves its key
business objectives. These indicators are not mere numbers;
they represent the pulse of the institution, reﬂecting its
overall health and performance. For healthcare leaders,
KPIs provide insights into various aspects of the
organization, such as patient care quality, ﬁnancial stability,
operational eﬃciency, and staﬀ productivity.
Quality of Patient Care
For any healthcare leader, the ultimate measure of success
lies in the quality of patient care. KPIs related to patient
outcomes, satisfaction rates, and adherence to medical
protocols oﬀer a comprehensive view of the care being
provided. Metrics like patient recovery rates, readmission
percentages, and patient feedback scores illuminate the
eﬀectiveness of the treatments and services oﬀered.
Financial Health and Sustainability
In the ever-evolving landscape of healthcare, ﬁnancial
stability is crucial. Healthcare leaders track KPIs like
revenue growth, proﬁt margins, and operational costs to
ensure the organization’s economic health. Eﬀective
ﬁnancial management guarantees the availability of
necessary resources and supports investments in advanced
technologies and staﬀ training, ultimately enhancing patient
care.
Operational Eﬃciency
Eﬃciency is the cornerstone of a well-functioning
healthcare institution. KPIs related to operational processes,
such as patient waiting times, appointment scheduling
accuracy, and staﬀ utilization rates, provide healthcare
leaders with insights into the organization’s eﬃciency
17 | September 2023 www.insightscare.com
 


	20. levels. Streamlining operations  improves patient
experience, optimizes resource allocation, and reduces
wastage.
Staﬀ Productivity and Satisfaction
Healthcare professionals are the backbone of any medical
institution. KPIs focusing on staﬀ productivity, including
patient-to-staﬀ ratios, employee turnover rates, and training
eﬀectiveness, allow healthcare leaders to gauge the
workforce’s eﬀectiveness. Furthermore, monitoring
employee satisfaction through surveys and feedback
mechanisms ensures a positive work environment, leading
to increased productivity and better patient care.
Compliance and Regulatory Adherence
The healthcare sector is heavily regulated, with numerous
regulations and standards that must be adhered to KPIs
related to compliance with healthcare regulations,
accreditation status, and adherence to best practices
showcase the organization’s commitment to quality care
and patient safety. Healthcare leaders must track these
indicators closely to avoid legal issues and maintain the
institution’s reputation.
Utilizing Technology for Data-Driven Decisions
In today’s digital age, healthcare leaders have access to
powerful analytical tools that can process vast amounts of
data in real time. By harnessing the capabilities of advanced
analytics and artiﬁcial intelligence, healthcare institutions
can identify trends, predict outcomes, and make data-driven
decisions. These technologies enable leaders to reﬁne
existing strategies, implement targeted interventions, and
continuously improve patient care and operational
eﬃciency.
Community Engagement and Patient Education
In the realm of healthcare, community engagement plays a
pivotal role in fostering a healthier society. Healthcare
leaders recognize the importance of KPIs related to
community outreach, patient education initiatives, and
preventive care programs. Tracking indicators like the
number of health workshops conducted, participation rates
in awareness campaigns, and patient adherence to
preventive care guidelines oﬀer valuable insights.
Engaging with the community promotes a proactive
approach to healthcare and strengthens the bond between
the institution and its patients. When healthcare leaders
invest in educating patients about preventive measures,
healthy lifestyles, and early detection of diseases, they
empower individuals to take charge of their well-being.
This proactive involvement not only enhances the
community’s overall health but also reduces the burden on
healthcare facilities by preventing the escalation of
preventable illnesses.
Conclusion
In the challenging and ever-changing world of healthcare,
eﬀective leadership is indispensable. By embracing the
power of KPIs and leveraging technology to their
advantage, healthcare leaders can steer their organizations
toward unparalleled success. As these leaders continue to
innovate and adapt, the healthcare landscape will
undoubtedly witness transformative improvements, leading
to better patient outcomes and a brighter future for the
entire healthcare industry.
-Pooja Shah
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	22. A Leader Driving
Success  in the Cosmetics
Hair Industry
The working of the human body is no less
than an engineering marvel. The heart,
head, and growth of muscles has its own
way of working. While a balanced diet with
proper care ensures our body's overall health.
There are certain ways that contribute towards
loss of our natural growth, and hair is one of
them. The hair loss problem is solved by certain
oils, pills, and other treatments but not much-
trusted options.
Understanding this problem, Anders Reckendorﬀ
found an eﬀective natural way to prevent hair-loss,
one that does not involve the risk of pills or medical
topical treatments. Anders is the CEO and Co-founder
at Scandinavian Biolabs, providing functional hair-care
products that you can trust to work with your body and not
against it.
In his role of supporting scientists, we at Insights Care
interviewed Anders Reckendorﬀ to know the core formula
of how Scandinavian Biolabs is the best solution for hair
loss.
Below are the highlights of the interview:
Can you tell us about yourself and your background and
expertise as a Co-founder and CEO?
Overall, I am passionate about creating products that are
both good for you and scientiﬁcally tested for eﬃcacy –
something that is rare in the cosmetics industry. As a CEO,
I support a team of passionate specialists with the focus on
delivering the best possible functional ingredients.
On the work side, I am a lawyer, turned consultant, turned
scale-up CEO within the health & wellness space with
Scandinavian Biolabs,
starting with solving early-
stage hair loss.
My dream is to support our fantastic
team members in helping Scandinavian
Biolabs be a prominent face in the industry
and deliver functional hair-care products that
are acclaimed worldwide – even though we have
already reached more than 80.000 customers, we
know we can help many more and are always
working to earn the chance to help new people.
Acknowledging that it takes a lot of courage to
accept and address any hair-related issues for
individuals, as it can impact your conﬁdence, we are
My dream is to support
our fantastic team members
in helping Scandinavian
Biolabs be a prominent face
in the industry and deliver
functional hair-care products
that are acclaimed
worldwide.
Denmark's Top 5 Eﬀective Leaders to Follow
20 | September 2023 www.insightscare.com
 


	23. Anders Reckendorﬀ
CEO and  Co-founder
Scandinavian Biolabs
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	24. here to oﬀer  both realistic and light-hearted advice without
making anyone feel uncomfortable.
But why Scandinavian Biolabs? After graduating law
school, I spent quite a few years in management consulting
at Kearney, especially working within consumer goods
across strategy, category management and procurement
across groceries, fashion, and many other sectors. Here, I
fell in love with the tangibility of physical products, and
how you can make 100.000's of people happier or healthier
every day through creating something truly great.
How does your experience in FMCG, strategy, and
operational excellence contribute to the overall vision
and growth of the company?
From working with large corporates and within the FMCG
sector, you start to know what great looks like, and what is
important on a very holistic level, not just with speciﬁc
issues - especially when it comes to operations and
processes.
By having spent some time in the sector, you also know
what we should aim for and look like in a few years, which
is something that guides many of our decisions – something
might seem high-eﬀort with very low impact in the short-
term, but by having spent time with other companies, you
understand that it will lead to real value-creation, even
though it might seem like high-eﬀort in the moment.
However, I have also learned that conventional thinking
from the FMCG world rarely works in challenger brands
when it comes to sales – you need to be open to non-linear
thinking that can kick-start growth in new ways. You can't
just do what the established companies are doing, as they
already have a ton of brand equity. This is something I
constantly need to remind myself of, and you need to
challenge your linear thinking constantly or you will
forever be trailing behind.
As a former Management Consultant from A. T.
Kearney, how has your experience shaped his leadership
style and approach to leading high-performing teams
and complex projects?
I learned a ton in consulting – data, ﬁnance, strategy and
problem-solving – that I use every day in Scandinavian
Biolabs to help guide our decision-making.
This also applies to project management. In consulting and
working with people on the C-suite level early in your
career, you learn how to break down issues into the most
important data-point or decision that truly matters.
However, the tail-end of this is also going from working in
a project-oriented setting, with people extremely similar to
yourself and with similar backgrounds, towards being an
eﬀective leader – not just an eﬀective manager. I was aware
of this before we started growing our team in Scandinavian
Biolabs. However, truly leading a set of passionate people
towards a shared vision requires something diﬀerent than
managing.
While clarity between a team and solving is still really
important, you sometimes have to embrace the complexity
of the issues you are facing with a mindset of not being able
to break it down – where it can truly only be solved by
having unnatural great human relations in a team, and
having a team that can withstand pressure in situations that
are extremely uncertain and don't have any logical solution
(or you don't have the time/resources to ﬁnd it). Such
situations happen every day in challenger brands, but very
rarely in consulting projects.
On the leadership side, I always try to lead with trust, but
expect a very high-level of communication, structure, and
ownership among our team-members.
Could you provide some insights into the company's
focus on using naturally derived and vegan ingredients,
and how does this align with the company's values and
goals?
Scandinavian Biolabs was founded in 2020 in Copenhagen,
Denmark. One of the founders was Niels, our now COO. A
young man in his early 20s who had to face the diﬃcult
reality of losing his hair.
Niels was determined to ﬁnd a solution to his hair-loss that
was eﬀective and drug-free. He didn't want to take the risk
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	25. is tailored to  their individual needs and expectations – and
that they are guided every step of the way.
For us, transparency is a lot about expectations - we straight
up tell you what we can and cannot do for you. Like how
we can reduce hair loss and promote stronger, thicker hair,
but not turn you into Jared Leto. We're scientists, not
magicians.
In terms of production and sourcing, we are always striving
to do the best possible we can, without sacriﬁcing eﬃcacy.
All our core products are produced in Denmark to ensure
that we can always check batches of product and ensure that
working conditions are best-in-class.
Can you give us some examples of the innovative use of
plant-based ingredients in the company's products, and
how does this diﬀerentiate the brand from competitors
in the market?
As a non-medicated formula, Bio-Pilixin® does not include
any ingredients known to change your body's metabolism
or to have hormone-disrupting eﬀects – this is a core-
diﬀerentiator for us.
In our core-formula, we diﬀerentiate from others by not
only relying on testing individual ingredients, but also the
cocktail-eﬀect of the formula. Among our 12 active
ingredients, working together to strengthen, soothe,
revitalise and repair your hair, we use Capilia Longa,
Niacinamide and Vanillyl Butyl Ether.
What advice would you give to aspiring entrepreneurs
looking to make a positive impact in their respective
ﬁelds?
Don't just chase the next opportunity for the sake of
achieving it – do it because it makes you feel good.
Don't do what is expected of you from others, not in your
personal life, in your career or in business decisions.
Please give us a few testimonials from your clients and
awards or recognition that accurately highlight your
achievements in the corporate niche.
We only work as a team in Scandinavian Biolabs, and my
role is to support our fantastic team members to do their
best – all achievements we make are ours as a team, and not
a single individual.
What we have done in less than three years – helped more
than 80.000 customers all over Europe through our products
– is a fantastic journey to be part of, and I think that speaks
for itself.
of using pills or medical topical treatments that could have
disastrous side eﬀects. This concern motivated him to
search for an alternative solution, leading to the creation of
Scandinavian Biolabs.
Looking back at this mission, focusing on harnessing the
natural power of ingredients and enhancing it by science is
the core of our mission in providing functional hair-care
products that you can trust to work with your body and not
against it.
Can you elaborate on how the company ensures full
transparency in terms of production and ingredient
sourcing?
We prioritize clinical transparency in our functional
products. We strive to ensure that our customers understand
the ingredients that each of our products have, and how
they work to help them. This is also why we have carried
out a 150 day clinical testing of our core product – while
many solutions oﬀer experienced-based surveys of their
customers, we took the extra step to secure that our Bio-
Pilixin® Serum was scientiﬁcally evaluated through real
tests, by real doctors, and not only through perceived
consumer eﬀect.
We want to make sure our customers are conﬁdent that they
are making an informed decision when it comes to their hair
care. We also make sure to provide our customers with a
holistic and transparent approach to hair care. We want to
provide them with a path to successful and healthy hair that
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	28. Trials Database
EU Clinical
Increasing  accessible information to patients and
professionals.
n a clinical research environment with an increasing
Inumber of ongoing Clinical Trials, it could be
overwhelming to keep track of what is going on and
what are the actual available studies for recruitment in each
speciﬁc therapeutic area or a particular disease area, or
which are the hospitals and countries where these trials are
recruiting patients.
With the purpose of facilitating friendly access to the
patients as well as providing the general population with an
adequate level of information on ongoing recruiting clinical
trials, there are well-established databases that keep updated
information on these ongoing recruiting trials, together with
the hospitals and sites enrolling patients in those clinical
trials.
The EudraCT database has been till recently the database
used by National Competent Authorities in the EU
(European Union) to upload the clinical trials´ data and to
support tracking them appropriately. It was established as a
conﬁdential database, in accordance with article 11 of
Directive 2001/20/EC. However, and in order to meet the
increasing need of patients and to facilitate transparency,
the EU Clinical Trials Register was enabled in the EU.
The EU Clinical Trials Register website was launched in
March 2011 to provide the public with information held in
the EudraCT database (https://www.clinicaltrialsregister.eu/)
and, hence, provide the patients and public in general with
an updated repository on the ongoing and recruiting clinical
trials.
The EU Clinical Trials Register has been a primary
repository in the World Health Organization (WHO's)
Registry Network since September 2011 and is a WHO
Registry Network data provider and is also available on the
WHO International Clinical Trials Registry Platform
(https://trialsearch.who.int). This Register includes the
description of phase 2 to phase 4 adult and pediatric clinical
trials, for the latter with a reduced set of data ﬁelds, in
which the investigational sites are located in the European
Union and the European Economic Area (EU/EEA), which
started after May 1st 2004; as well as a summary of the
results of those clinical trials.
st
On the other hand, since January 31 2022, the Clinical
Trials Regulation (EU) No 536/2014 repealed the Clinical
Trials Directive 2001/20/EC. The EU Clinical Trials
Regulation´s principal objectives include fostering
innovation and research in Europe, increasing transparency
of clinical trial information, as well as improving
information-sharing while maintaining the high standards of
patient safety.
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	29. In order to  maintain and foster a strong transparency policy
across the ongoing and ﬁnished clinical trial in EU, the
requirement for the publication on a single website called
CTIS (Clinical Trial Information System) of the data
obtained from clinical trials, regardless of results, was
established. On this regard, and after the full
implementation of the Clinical Trials Regulation (EU) No
536/2014 as of 31st January 2023, all initial clinical trial
applications in the EU/EEA must be submitted through the
CTIS. And no new studies are uploaded in EudraCT.
Moreover, Sponsors must transition the previous ongoing
trials hosted on EudraCT to CTIS if at least one of the
following conditions is fulﬁlled:
Ÿ If the EudraCT-hosted trial is to be conducted de novo in
additional EU/EEA member state(s), to which a
EudraCT CTA was not submitted before 31st January
2023 (this is considered a new trial application for this
member state); or,
Ÿ If the EudraCT-hosted trial´s completion date is
expected to be after 30th January 2025.
So that, the EU database should be publicly accessible, and
data should be presented in an easily searchable format.
An EU database identifying each clinical trial information
on the clinical trials included in CTIS would be available on
https://euclinicaltrials.eu/, acting as a single point for
information on Clinical Trials, and hence facilitating the
general public, patients and professionals to ﬁnd all the
corresponding details on any individual clinical trial as soon
as it becomes available, such as the EU clinical trial
number, name and address of the trial sponsor, start and end
dates of participant´s recruitment, sites and hospital´s name
and other relevant information on the trial itself.
CONCLUSION
After the full implementation of the EU CT regulation, a
new clinical trial database (https://euclinicaltrials.eu/) is
available and would be updated on an ongoing basis to
progressively increase the relevant information on the
initiated Clinical Trials in EU, which would eventually
allow to increase and improve transparency and facilitate
patients and professional to easily access the relevant and
important information on the ongoing clinical trials in the
European Union.
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	30. Inclusive
Leadership
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	31. n the sprawling  landscape of healthcare, the need for
Idiversity and inclusivity within leadership roles is
more than just a progressive ideal; it’s a powerful
imperative shaping the future of healthcare. As the world
marches towards a more inclusive society, the clarion call
for diverse representation in healthcare leadership has
grown louder and more insistent. In recent years,
institutions across the globe have recognized the
signiﬁcance of weaving inclusivity into their core fabric,
championing the cause of inclusive leadership. At its heart,
inclusive leadership is about embracing diﬀerences and
celebrating them, thereby enriching the soul of healthcare
organizations.
The Mosaic of Healthcare Leadership
Historically, healthcare leadership was a realm dominated
by a uniformity that failed to resonate with the diverse
realities of patients and staﬀ. Today, however, the face of
healthcare leadership is undergoing a profound
transformation. Inclusive leadership stands as a beacon,
guiding healthcare institutions towards a future where
diﬀerences are accepted and cherished. It transcends the
limitations of race, gender, ethnicity, sexual orientation, and
perspectives, emphasizing that diversity is not merely a
quota to be met but an invaluable asset that fosters
innovation and creativity.
Dismantling Barriers, Cultivating Unity
Inclusive leadership is a force that dismantles visible and
invisible barriers that hinder the progress of
underrepresented individuals. It recognizes that diversity
isn’t a buzzword but a fundamental shift in mindset and
culture. Leaders embracing inclusivity understand that
fostering an environment where diverse voices are heard
and actively integrated into decision-making processes
leads to richer, more holistic outcomes. In healthcare, a
sector where empathy and understanding are as vital as
medical expertise, inclusive leadership creates bridges of
understanding, connecting the institution with the diverse
tapestry of patients it serves.
Fostering
H e a l t h c a r e
Leadership
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	32. The Profound Impact  of Inclusive Leadership
Why does inclusive leadership matter in healthcare? The
answer lies in its profound impact. Diverse leadership
teams bring a wealth of perspectives to the table, resulting
in well-informed decisions that reﬂect the nuanced needs of
a heterogeneous patient population. When leaders come
from various backgrounds, they are better equipped to
navigate the complexities of modern healthcare, oﬀering
solutions that are not just eﬀective but also culturally
sensitive.
Moreover, inclusive leadership fosters a positive work
environment where every individual feels valued and
respected. In a ﬁeld where stress and pressure often run
high, an inclusive workplace can act as a sanctuary,
enhancing employee morale, leading to increased
productivity, and ultimately improving patient care. It’s a
ripple eﬀect: happy and satisﬁed employees translate their
positive energy into the care they provide, creating a cycle
of compassion and excellence.
Champions of Change
Creating a culture of inclusive leadership begins at the top.
Healthcare organizations need leaders who not only preach
the gospel of diversity but actively champion it. Inclusive
leaders don’t just nod to diﬀerences; they actively seek out
diverse perspectives, create opportunities for
underrepresented individuals to shine, and address
unconscious biases within their teams. By setting the
example, leaders cultivate a culture where inclusivity isn’t a
goal but a way of life.
Education as the Bedrock of Inclusive Leadership
Education serves as the bedrock upon which inclusive
leadership stands. It plays a pivotal role in dismantling
stereotypes, promoting understanding, and nurturing
empathy. Healthcare institutions can initiate a wave of
change by organizing workshops, seminars, and training
sessions to educate staﬀ about the importance of diversity
and inclusivity. By fostering a culture of continuous
learning, organizations empower their workforce to
challenge preconceived notions and embrace a more
inclusive mindset, thereby transforming their workplaces
into bastions of acceptance and respect.
Measuring Progress, Celebrating Diversity
In the journey towards inclusive leadership, it is vital to
measure progress and celebrate successes. Healthcare
organizations can establish robust metrics, including the
percentage of leadership positions held by underrepresented
individuals, employee satisfaction surveys emphasizing
inclusivity, and the eﬀectiveness of diversity and inclusion
initiatives. By tracking these metrics, organizations can
identify areas for improvement and celebrate the milestones
achieved in their quest for inclusivity.
In Conclusion
Inclusive leadership is not just a concept; it’s a call to
action, a testament to the richness of human experience. In
the diverse and ever-evolving landscape of healthcare,
organizations must embrace this mosaic of humanity.
As we move forward, let us not merely talk about diversity
and inclusivity; let us live it, breathe it, and weave it into
the very fabric of our healthcare institutions. Let us
celebrate the diﬀerences that make us unique and, in doing
so, create a healthcare environment where every individual
is not just a part of the tapestry but an essential thread,
weaving a story of compassion, understanding, and
excellence for generations to come. Through inclusive
leadership, we are not just fostering diversity but shaping a
future where healthcare is truly for everyone, by everyone,
and with everyone.
-Pooja Shah
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	34. Focus, focus, focus  and
constantly remind yourself
that the mission is to save
lives while building
shareholder value. Don't be
distracted by every 'shiny
object' that is presented and
always remember to treat
shareholder capital like it is
your own.
Tony Pare
CEO
BIOPORTO A/S
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	35. Tony Pare
Leading with  Innovation
in Medical Devices
n the medical device industry, perseverance,
Iadaptability, and commitment are vital for improving
patient outcomes. Tony Pare, CEO of BIOPORTO
A/S, truly embodies these values after 25 years in medical
devices and diagnostics.
Throughout his career, he consistently recognized a gap in
diagnosing and treating Acute Kidney Injury (AKI), a
complication from another serious illness that causes
kidneys to stop functioning properly. His drive to change
this therapeutic shortfall inspired him to join a company
determined to change this.
Channelized Family Crisis
After graduating with a Marine Engineering degree, Tony
worked with a major shipbuilder to test nuclear submarines
for the US Navy. He then went on to manage a large service
organization for an industrial automation systems
manufacturer.
Like many, Tony witnessed clinicians struggling due to
limited diagnostic tools, resulting in needless patient deaths.
This became painfully evident when his mother passed
away at 54 and his father died in the ICU at 70 without a
clear diagnosis. After his mother's death, he changed
careers, joining a blood processing device and diagnostics
manufacturer. During his journey in medical devices and
diagnostics, Tony encountered numerous families
experiencing the same frustrating hospital experiences he
had; doctors lacking proper tools to diagnose and treat their
loved ones. This drives his passion to make a diﬀerence
through his work, leading him to join BioPorto as CEO.
Roles & Responsibilities as a CEO
At the helm, Tony spends most of his time developing
strategy, hiring and leading the right team that can drive
execution, and ensuring that he secures the appropriate
capital. BioPorto's speciﬁc expertise in antibodies and assay
development enables it to generate IVD products
addressing areas with substantial medical needs, such as
AKI. Its IVD business has technical and regulatory teams
delivering products worldwide. In addition, its antibody
business is noted as oﬀering unique and high-quality
products. The strategy Tony developed has resulted in
revenue and product quality increasing annually.
Tony's role is to ensure the company has the funding,
resources, and focus to drive global market awareness and
adoption of this life-saving test. BioPorto is fortunate to
have access to educated and skilled people in Denmark.
The CEO is proud of the Hellerup Cube Space Copenhagen
team and enjoys the Danish work life and biking to work
when he is in Denmark.
The Ground-breaking Technology
Acute kidney injury can occur without ever being detected.
AKI is a rapid loss of kidney function that typically occurs
as a complication of another serious illness or intervention
in the hospital. However, AKI can be diﬃcult to identify
because it doesn't typically cause pain or other symptoms
but can result in minor loss of kidney function to complete
kidney failure. To improve chances for survival, it is
essential that AKI is detected early and treated promptly.
Right now, when it comes to evaluating AKI, doctors
mainly look at changes in serum creatinine and urine
output. However, these indicators are slow to respond to the
start of an Acute Kidney Injury, are not very speciﬁc, and
can be inﬂuenced by things like diet and muscle mass. This
means that many patients with hospital-acquired AKI are
unaware of their AKI diagnosis as it is often not detected,
leading to potential kidney complications further down the
road.
As AKI manifests, patients may suﬀer both structural
damage and functional impairment. BioPorto's ﬂagship
product, The NGAL Test, is a clinical chemistry assay that
quantiﬁes neutrophil gelatinase-associated lipocalin
(NGAL) in plasma or urine. NGAL is a protein that rises
rapidly (within 2 to 4 hours) in response to kidney injury,
Denmark's Top 5 Eﬀec ve Leaders to Follow
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	36. days earlier than  serum creatinine which detects functional
damage. According to research by Dr. Prasad Devarajan,
Chief of Nephrology and Hypertension at Cincinnati
Children's Hospital, and a consultant with BioPorto, serum
creatinine does not increase until approximately 50% of the
kidney's functional capability is already gone.
Product and Services Oﬀerings
By using The NGAL Test for earlier AKI diagnosis, doctors
can make better treatment decisions tailored to each patient.
NGAL values can be helpful in various medical situations,
from the emergency room to surgery preparation and
specialized care units like those for heart, children, or
newborn patients. This helps healthcare teams identify
structural kidney damage, whether it happened before or
during the hospital stay, and guides them in choosing the
right treatment approach. If a clinician can identify AKI
early, they can take preventative measures to diminish the
injury and progression of kidney disease.
The BioPorto team has strong relationships with clinicians
and clinical researchers and support investigator initiated
studies in areas which meet their strategy. This continues
the educational loop from the leaders in the ﬁeld to a
broader audience and strengthens the knowledge about
NGAL and structural damage.
Today's standard of care diagnostics are too late in
diagnosing AKI, which unfortunately means clinicians
could miss an opportunity to prevent chronic kidney
disease, and the potential for a lifetime of dialysis.
The Geopolitical Angle
The U.S. is the biggest market for BioPorto's NGAL Test,
where its clearance remains under review by the FDA. It
already has clearance to sell in the European Union and
elsewhere through a CE Mark registration.
Prior to Tony joining, BioPorto did not focus commercially
on these other approved markets, and therefore clinicians
were not aware of the The NGAL Test or its clinical value.
Therefore, under Tony's guidance, BioPorto is now
investing in commercializing speciﬁc markets in Europe,
Korea and around the world. This is through a combination
of marketing and adding medical aﬀairs and commercial
staﬀ in Europe. The collaborations with clinical researchers
such as Professor Christian Hassager, Department of
Cardiology at Rigshospitalet, further the ﬁeld of novel
biomarker work. The ultimate measure of success will be
increased market adoption and revenue for its ﬂagship
product, The NGAL Test.
 


	37. “For BioPorto's distribution  and antibodies business, we
have hired commercial executives with experience driving
success from oﬃces in Denmark. They have quickly
connected with the partners and identiﬁed opportunities to
expand."
Roadblocks and Resolutions
Tony has taken a proactive step to beneﬁt investors in
BioPorto, by focusing the company's eﬀorts on BioPorto's
primary objective: creating a valuable product for AKI with
life-saving potential. This strategic move ensures that
resources are concentrated on a singular, impactful goal,
promising better long-term results and increased value for
investors. In the world of smaller public companies, a
common challenge arises from shareholders' desire for a
continuous ﬂow of positive news and new products, aiming
to enhance the company's value and generate quick trading
gains. However, this enthusiasm can become
counterproductive if the company takes on too many
projects simultaneously. This can lead to signiﬁcant
resource and time investments, delaying project completion.
Tony understands this inherently, and has kept the
company's singular focus, while keeping investors engaged.
First-in-class Strategy
Tony's strategy in every leadership position is:
Ÿ Set the "North Star" for the organization. In other words,
what big goal will we accomplish in the next 1-2 years?
Ÿ Deﬁne in detail the 3 areas of focus or "pillars" to
achieve the North Star. Most of the time this is a
Commercial strategy, an Operational strategy and a
People strategy.
Ÿ Hire the right people to lead, foster a team approach,
and guide as required.
Ÿ Set the right metrics and consistently communicate.
The Journey Ahead
Once BioPorto has FDA clearance and market adoption has
crossed the chasm from early adopters to the early majority,
it will need to create a powerful commercial organization.
In addition to Tony 's experience in this area, two members
of his leadership team have signiﬁcant experience in
building sales channels and direct sales organizations.
From the Leader
"Focus, focus, focus and constantly remind yourself that the
mission is to save lives while building shareholder value.
Don't be distracted by every 'shiny object' that is presented
and always remember to treat shareholder capital like it is
your own."
Tony Pare successfully and elegantly
navigates science, passion for service,
strategic vision and leadership in the most
integrated fashion. He leads with precision
and pivots with thoughtful discernment.
His leadership is rivaled only by sets of
competencies that he has masterfully
amassed over time. This allows him to
lead with a strong resolve and direction
punctuated by his professional and
personal values, which anchor a culture of
exceptional and competitive performance,
servant leadership, and continuous search
for meaning and innovation.
- Dr. Ninfa M. Saunders, July 13, 2023
BioPorto Board Member & Former
CEO, Navicent Health
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