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Life Sciences is at the forefront of improving our quality
of life through innovation. Our lawyers combine a mix of
acute scientific understanding, legal expertise and ex-
perience and business awareness to protect our client's
interests and proactively maximize their value; we help

life sciences at all stages of their commercial develop-
ment.

Michalopoulou & Associates law firm, has evolved to a
specialized legal services firm to multinational compa-
nies, providing solutions in Healthcare, Pharma and Bi-
otech, Medical Devices and In Vitro Diagnostics, ICT and
Food sectors. Industry specific transactional and regu-
latory proficiency help our clients navigate the complex
legal and regulatory frameworks ruling medical devic-
es, pharmaceutical compounds, cosmetics and nutri-
tional products. Clinical trials, product development,
licensing and reimbursement issues, patent protection,
biotechnologies, Al, digital health, healthcare appli-
cations, data protection & privacy, e-health, telemed-
icine, consent to treatment, personalized medicine &
nutrition, clinical negligence and medical malpractice,
healthcare compliance and transparency, whistleblow-
ing, corporate governance issues, sustainability con-
sulting, intellectual property, competition issues, novel
food, food supplements, cannabis products, consumer
law, product safety are some of the areas we deal with
on a daily basis.
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WHAT WE DO
DUSTRIES

Healthcare

Medical Law practice presupposes a deep engagement with current and

upcoming legal issues and a commitment to work with institutions and pa-
tients. Our experienced and dedicated team manages issues related to eth-
ics, digital health, consent to treatment in clinical trials and personalized
treatment. While patients are empowered to become more involved in de-
cisions about their own treatment and can raise malpractice issues. We also
offer comprehensive training programs for clinicians and hospital adminis-
tration staff including obtaining consent, avoiding breaches of confidenti-
ality and properly recording consent in real-life scenarios. Whatever your
institutional ambitions or private concerns, we will mobilize our expertise
and experience to form health law solutions which deliver your objectives
efficiently and effectively.
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Whether your business belongs to Pharma or Biotech, it needs corporate or com-
mercial advice and guidance, faces compliance and corporate governance issues,
or requires expert advice on pharma compliance, intellectual property, data protec-
tion, parallel trade, clinical negligence and public procurement, our team of health
law experts has your back. We offer legal services on the approval, marketing and
promotion of pharmaceutical products, we advise veterinary pharma companies,
procure license and R&D agreements and advise you on product liability, your inter-
actions with HCPs and HCOs, third party agreements, claw-back and rebate issues.
Moreover, we have considerable experience on clinical drug trials and research,
as well as the production and marketing authorization of cannabis medicinal prod-
ucts. Therefore, our expertise extends to the full range of legal actions required for
the notification and distribution of over-the-counter (OTC) products, cosmetics and
food supplements. Our deep engagement to the corporate, commercial side of the
pharmaceutical law also ensures attention to all the financial aspects of drug trials,
as well as risk management of clinical pathways and protocols.

MEDICAL HEALTH CARE
AND PHARMACY




In a highly competitive field that constantly evolves, our team is al-
ways up-to-date on the latest legal developments. While the new
MDR and IVDR set new challenges for medical device companies,
our lawyers help you navigate the new standards imposed by the
EU legal framework, CE marking, product classification, adverse in-
cident reporting, incident handling and complaints as well as par-
allel imports. In addition, we assist you with market access and re-
imbursement, product liability, promotion and advertising, public
tenders, supply and distribution agreements, interactions with HCPs
and HCOs. Our team provides practical advice on the full product
lifecycle, from R&D and classification to marketing claims and in-
spections. We have significant expertise on the technical require-
ments of digital health solutions, e-health, m-health and other soft-
ware-driven innovations.




New digital technologies create unique legal challenges

for businesses involved in information, technology and

e-commerce. Harmonizing their procedures in order to ensure
full compliance with applicable local and European laws
and regulations regarding e-commerce, IPR and information
technology law requires a bird's eye view on the evolving
regulatory landscape. We focus on our clients' particular needs
and interests; we undertake a full range of legal actions in order
to prepare their businesses to navigate the requirements of
the digital space, such as drafting Terms of Use, Confidentiality
Policies tailored to their app needs, features and data use and
provide our legal opinion on intellectual property rights and
trademark issues alongside day-to-day support for every other
activity related to digital actions.

Food

We assist clients in allaspects of food and beverage product de-
velopment, safety, labeling, and promotion. e have substan-
tial experience in the regulatory requirements for specific types
of foods, medical, organic, animal foods and novel foods. Novel
food is greatly related to health and well-being and has been
included in the current or upcoming portfolio of many health-
care and food businesses. The existing EU legal framework sets
specific conditions regarding the marketing of novel foods and
for this reason, specialized legal advice in this newcomer field
provides solid competitive advantages. Our experienced team
offers legal advice in a wide range of issues related to the mar-
keting and promotion of novel foods, health claims, labeling,
notification to regulatory authorities, commercial agreements
as well as litigation.
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HOW WE DO IT

PRACTICE
AREAS

Artificial Intelligence
& Digital Health

A series of products is currently being de-
veloped by healthcare companies that may
assist in tracking, diagnosing and treat-
ing illnesses. Machine Learning, mhealth
apps, wearable technology in the form of
medical devices, as well as narrow-Al de-
vice systems and conversational agents set
significant legal challenges. We are here
to help you solve them. Our firm provides
assistance to healthcare companies in the
following indicative fields: privacy and per-
sonal data compliance in digital health pro-
jects, cybersecurity, intellectual property,
product liability, blockchain technology,
big data analytics, smart contracts, Al and
cloud computing as well as incorporation

and funding support for start-up compa-

nies. We are proud to have worked and ad-
vised clients on narrow artificial technolo-
gies for personalized medicine and industry
experts on “digital twin” MedTech.



The dynamics of cyberspace are changing; new
connected devices, networks, services and data

Data, Prlvacy & emerge. After years of leadership in Cyber Securi-
. ty and Data Protection Law in the Health sector, our
Cubersecurity

firm understands increased data complexity.

We focus on helping clients understand the risks
associated with the processing of personal data,
maintaining compliance of cross-border data trans-
fers with global privacy laws and earn stakeholder
trust in their use of personal data - while identify-
ing opportunities to optimize compliance, risk and
value creation. We conduct training and awareness
programs on data privacy to improve data handling
activities of organizations.

Our firm offers high quality legal advice building cy-
ber resilience tailored privacy programs. We have
successfully transformed internal business proce-
dures by managing and implementing cyber com-
pliance projects aiming to ensure a company's full
compliance with the GDPR and assisted in the man-
agement of incidents of improper disclosure and

identity theft, breach notification, forensic investiga-
A tion as well as negotiation and ongoing compliance.

In the last few years, substantial change in the Health sector has seen a wave of chal-
lenges driven by public policy, reduced funds and the need to comply to whole new
sets of rules and conditions. Our firm has been successfully advised for Global Compli-
ance Programs, effective reporting processes to relevant bodies, legal duties of man-
agement, as well as drafting standard operating procedures (SPOs). In this highly regu-
lated environment, we have a long record of advising Life Sciences companies on their
interactions with healthcare professionals (HCPs) and healthcare organizations (HCOs)
with a particular focus on Transparency requirements by implementing of Anti-Bribery
programs, drafting Ethics and Integrity Guides, whistleblowing system design, oper-
ating efficiently compliance hotline systems and services. Moreover, our team is a key
opinion leader and often invited to give educational lectures, briefings and seminars
to keep our clients informed and confident on recent developments and changes in
healthcare compliance.



We serve our clients' interests in intellectual property (“IP")
across a wide spectrum of healthcare IP issues, spanning
from Data Protection to Compliance for Life Sciences com-
panies and Medical Technology companies. We provide
clients with general and strategic legal advice regarding
e-health projects, patents, trademarks and trade secrets.
We regularly advise on the issues which arise from actual
or potential breaches of licensing agreements. While elec-
tronically stored and transmitted information is inherently
global, the laws and enforcement mechanisms still have
their trace in EU and within national borders.

We provide commercially focused advice to protect and
grow your business in a landscape of changing policy prior-
ities and rolling regulation waves. We actively assist multi-
national and Greek companies in life sciences to form sub-
sidiaries, branches or joint ventures in Greece. We advise
clients on the optimal legal vehicles from a corporate and
commercial point of view, we negotiate between sharehold-
ers and draft joint-venture agreements leading to M&As; we
form Greek subsidiaries on behalf of foreign investors. \We
advise on all corporate matters from incorporation to liqui-
dation. Agency, Distribution appointments, Terms and Con-
ditions of Trade, collaborations and Joint Ventures, Grant
agreements, Clinical Trial agreements, specializing in Intel-
lectual Property and Mergers & Acquisitions, we undertake
all formalities required for the successful completion of our
clients' objectives.
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Litigation &
Dispute Resolution

Our firm has significant experience on litiga-
tion, having dealt successfully with numer-
ous complex and high-risk cases before the
Greek Courts. By being proactive, we gain
the time to explore all options and resolve a
dispute before it escalates. We differentiate
by offering strategic business thinking and a
clear point of view, rooted in our legal know!-
edge. We defend our clients on civil, admin-
istrative, penal actions tackling their most
complicated disputes. We furthermore have
expert knowledge on nutrition, health and
medical claims. We have successfully en-
gaged our firm in product liability and safe-
ty, clinical negligence, agreements violations
and terminations, financial claims, competi-
tion violations, as well as IP infringements, as
well as healthcare compliance Anti-bribery
(FCPA) cases including white-collar crimes
and investigations, where we have had ex-
ceptional results. Our team prides itself for
in-depth understanding of the particularities
of each case and offers a clear horizon of cli-
ent action on legal matters.




Competition
& Antitrust

Our firm has a deep knowledge of com-
petition law and offers its clients strategic
advice; we have a clear market percep-
tion and work with precision for our client
needs and core business. We offer both
consulting as well as litigation services re-
garding competition and antitrust law and
have considerable experience in Parallel
Trade issues within the life science sector.
More specifically, we help our clients an-
ticipate and confront potential competi-
tion and antitrust issues, navigate through
the negotiation of core agreements and
represent them before competent Courts
and Competition Authorities.
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First-rate healthcare is the primary objective for all health practitioners. However,
sometimes this objective is not met, leading to great stress for everyone involved.
We will work tirelessly to gather the evidence needed to support your claim and
proceed to analyze each of the three key elements of each claim - duty of care,
breach of duty and causation of injury. Our research, enriched by our collaboration
to important practicing experts, will leave no stone upturned and our skills in cross
examination of even highly specialized clinical professionals will secure a fair result.
Our health law team can deliver successful strategies and invent resources to keep
the costs under control for all parties involved.

We respond to our client needs immediately and effectively, covering a wide range
of life science products. Our focus includes product classification, market access,
pricing and reimbursement, promotion and advertising, data exclusivity, product
recalls, inspection and risk assessment, product classifications and CE marking,
clinical trials, supply, manufacture and license agreements. Our global network en-
ables us to deal with complex issues of cross-border scope, promptly and efficient-
ly. Our daily involvement in law and policymaking ensures a predictive capacity in
seeing regulatory changes brewing both nationally and internationally before they
officially come into effect.

Healthtech and edtech are on the rise: the advent of Al and technology is increasing
start-ups ‘innovation’ potential by the hour. Innovation however, is followed by the
need to protect your intellectual property, rights and patents. Developing a service
or product, may also carry privacy and regulatory implications depending on the
type of data used to build it, the countries it will be launched and deployed in etc.
And certainly setting up a new company is a project with demanding requirements
in sound legal advice, right from the onset. We are here to help you firmly estab-
lish your start up, advise you on corporate formation, corporate relations with em-
ployees, clients and suppliers, followed by drafting all necessary legal documents
to set you up and running (e.g. agreements, regulatory framework of operations,
GDPR, corporate governance). Our tailored approach includes tested partnerships
with accounting and consulting firms, with in depth expertise in the start up ecosys-
tem, allowing you to have all your business needs covered under one roof.
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OUR TEAM

Our team of experts combine a mix of
acute scientific understanding, legal
expertise and experience in Health Law.
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A graduate of Law School of the University of Athens (LL.B.), the Universite
Catholique de Louvain (LL.M. in Economic Law) and Solvay Business School of
the Universite Libre de Bruxelles (Executive Master in Marketing & Advertising).
loanna’'s main practice areas are Medical, Pharma and Life Sciences, Biotechnol-
ogy, Sustainability, Veterinary, FDA, Cosmetics and Pesticides as well as Malprac-
tice and Clinical Negligence while actively engaged in the legal preparation of
companies wishing to operate in the field of Pharmaceutical Cannabis products.

She is advising & litigating for major foreign and Greek companies and organiza-
tions mainly dealing with cross-border M&As, Distribution & Agency agreements,
Intellectual Property & Data Protection, Clinical Trials, Public Procurement Law as
well GRI standards. She has legally counseled on various Governance & Global
Compliance Programs and has consulted international companies on complying
with their legal and reporting obligations to numerous stock exchanges.

Prior to becoming a Partner, loanna held the post of European Legal Counsel
(EMEA) of Tyco International and Legal Counsel at Intrasoft International both in
Benelux. She has also held similar trainee positions at both the European Com-
mission (DG Ill (Industry), B2 (Standardization incl. industrial aspects of electronic
trading) and the European Parliament.

She is fluent in Greek, English and French.

George Skampoulos got admitted into the National and Kapodistrian University
of Athens Law School in 2013 and obtained his LL.B in 2018. Following a short
break to fulfill his military obligations, he sat a competitive set of pre-selection
exams and joined Athens Law School as a graduate student, where he special-
ized in Medical Law amongst other Civil Law subjects, gaining his LL.M with Dis-
tinction in 2019. He joined the Athens Bar in 2019 as a trainee Lawyer and passed
his qualifying exams in 2021 following a legal traineeship position with S. Papam-
ichail Law Firm where he gained in depth and hands - on experience on Intellec-
tual Property, Commercial Law and Penal Law matters.

An avid reader of foreign publications and literature, he is fluent in English. Aca-
demic and professional achievements aside, his experience as a volunteer at the
Refugee Camps' at Lesvos, features amongst those that have shaped his person-
ality and outlook on life and is the one, he considers as most impactful to date.
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Aineias is a graduate of the Law School of the University of Athens (LLB.).
Post-graduation, he joined the Conservatoire des Arts et Métiers of Paris through
the College Rene Descartes, and completed the MSc. Droit, Economie et Gestion
mention Management Sectoriel Parcours Gestion et Droit de la Santé. In tandem,
he has completed an online course in “Bioethics: The Law, Medicine, and Ethics
of Reproductive Technologies and Genetics” in Harvard University.

He has been practicing law in all fields of consulting and litigation law while as-
sisting medical, pharma companies and IT companies on a variety of regulatory,
healthcare compliance, GDPR, civiland penal law cases. Prior to working with our
legal firm, he has served as an administrator in a medical company.

He is a member of the Athens Bar Association and speaks Greek, English, French
and German.

Maro is a graduate of the University of Nottingham, where she obtained both an
LL.B (Hons) and an LL.M (Distinction). She is currently a PhD candidate at the Uni-
versity of Birmingham, with her research focusing on the intersection of Artificial
Intelligence and Law. She is also undertaking an Msc in Cybercrime at University
College London (UCL).

She completed her legal training at the Law Office of the Republic of Cyprus in
2022, achieving high marks in the Professional Bar Examinations. In addition to
her legal career, she has served as an academic at Aston University in the United
Kingdom, where she taught modules relating to technology and its regulation,
with a particular focus on healthcare, medical devices, and ethics.

She has been practicing law in the fields of consulting and litigation, specialising
in data protection (GDPR) and Al regulation.



Dr. E. Valanou completed her Ph.D with the department of Epidemiology and
Medical Statistics at the Medical School of the National Kapodistrian University
of Athens, where she assumed for several years, relevant positions as temporary
Lecturer and Research Assistant, specializing in nutrition, food and health.

Concurrently she also served as a Senior Research Associate at the Hellenic
Health Foundation for more than 12 years, gaining considerable exposure to na-
tional and international research projects related to diet, nutrition and physical
activity.

The research projects she partook, involved the monitoring of risk assessment
tools and the conduct of national dietary surveys, and have been commissioned
by organisations such as the European Food Safety Authority (EFSA), the Public
Health Executive Agency (PHEA) and the Greek Ministry of Health.

In 2019 she has been selected amongst other fellow scientists to attend the
1-year EUFORA fellowship work programme, a key EFSA initiative delivered by
the Food Standards Agency (FSA) in the United Kingdom. During the fellowship
she was fully integrated in FSA work, gaining hands-on experience and acquir-
ing deep expertise in scientific matters pertaining not just to Microbiological and
Chemical risk assessment, but also to Novel Foods, Health Claims, GMOs, and
Food Supplements.

Her main strength lies in her skill to apply in depth scientific knowledge and in-
sights on risk assessment, food, feed, nutrition and the relevant EU regulations,
in order to provide answers to industry pertinent questions.

Nikos Georgousis Of Counsel A graduate of Law School of the University of Ath-
ens (LL.B)). For several years, he has been an Associate in top tier law firms of
Athens and has successfully handled several prestigious penal issues of great
social and jurisprudential interest.

His niche areas of practice is Penal Law with particular focus in Malpractice &
Clinical Negligence cases. Nikos has also legally counseled multinational com-
panies on Corporate Crime with particular focus on White Collar crimes and
FCPA obligations.

Additionally, he has been dealing with Labor & Social Security Law and Work
Accidents.
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, , To provide our clients with a watertight sense of security, ensuring they
develop business wise within the confines of the Law and protected by
the Law. Thus, security underlines all our services, practices and results.

The first law firm in Greece dedicated in serving the Pharma & Life Sciences Industries.

For 20+ years we have been the trusted legal partner for companies venturing in Life

Sciences and innovating in Health.
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