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As the industry forges ahead to advance the digital 
health ecosystem, the companies in this space will 
navigate a complex set of business and legal issues 
that are often evolving in real-time. That’s where 
Hogan Lovells can help. 

Our Global Digital Health Team brings a real-world sensibility 
to your challenges and business opportunities. We take a 
technology based approach to counseling on digital health 
products and services and provide strategic guidance on how to 
leverage opportunities for growth, minimize legal barriers, comply 
with rules, protect your data, and realize its value.

We advise at the cutting edge of technology with expertise 
in areas such as artificial intelligence, big data, blockchain, 
cybersecurity, use of consumer grade wearables, digital therapies, 
virtual clinical trials, and telehealth by bringing together our 
experience from many angles of our life sciences practice. 
Moreover, we pull experience from our colleagues specialized 
in other industries, such as software and technology licensing, 
automation and non-medical machine learning.

We are pleased to showcase how we can support you throughout 
your digital evolution in the following pages.





I found them extremely 
collaborative. What I’ve always 
found and still get a sense of is that 
the partners all collaborate and 
work together as one.

Client, Life Sciences, 
Chambers Europe-wide, 2018

It feels like you are working with 
lawyers who are leading the way. 
They are the firm at the cutting edge 
of law.

Client, Life Sciences,
Chambers Global-wide, 2018

What our clients say

We bring a holistic approach to digital health
From digital health products like mobile applications and novel wearable sensors in virtual clinical 
trials to the use of big data and artificial intelligence in drug R&D, digital health encompasses a broad 
range of different legal issues and disciplines. 

Similarly, our Global Digital Health Team encompasses a broad range of expertise which enables us to 
provide you with collaborative,  holistic, and forward-thinking advice to navigate untapped business 
opportunities and uncharted territory. Our team has significant experience advising in the areas of:

• Research and advanced clinical trials using big 
data

• Commercial transactions, incl. software/data 
licensing and innovative collaborations/joint 
ventures

• Coverage and reimbursement

• Intellectual property

• Interaction with HCP/HCO providers and 
compliance

• Patient adherence tools and collaborations

• Innovative steering of sales teams

• CMO steering and smart manufacturing 

• Health privacy and data security, cybersecurity

• Medical device regulation (e.g., FDA), of 
standalone software, wearable devices, and 
digital therapeutics

• Pharmaceutical regulation and 
pharmacovigilance  

• Product and professional liability

• Telemedicine

• Wireless communication regulation



A selection of our experience in life sciences

We bring a holistic approach to digital health

Advising multiple life 
sciences companies 
on the use of data 
(including patient data) 
from handheld devices, 
mobile apps, tracking 
and other personal 
devices for various use 
scenarios.

Representing several 
trade associations 
with initiatives related 
to digital health, 
including an industry 
trade association for 
manufacturers of 
consumer products. 
Through that work 
we have engaged in 
policy development 
discussions with 
regulators, as well as 
provide comments 

Advising on various 
regulatory aspects 
of international 
telemedicine, including 
cross-border health care, 
data privacy and medical 
device aspects.

Advising several 
pharmaceutical 
and medical device 
companies on the 
regulatory status and 
the dissemination and 
marketing of mobile 
applications.

Helping a client with an 
FDA-cleared, AI-based 
device to develop and 
successfully execute 
a strategy to obtain 
a favorable coding 
determination that 
will facilitate quicker 
adoption of the 
technology.

Advising a provider  of 
advanced diagnostic 
imaging, outpatient 
and cancer care on 
the generation of their 
digital architecture  
strategy through 
licensing, joint venture 
and acquisition 
arrangements with key 
stakeholders.

Advising a medical 
device company 
in ongoing patent 
infringement litigation 
involving a diagnostic 
device implementing 
source code for a 
patented algorithm.

Advising on the first 
two successful de novo 
applications to FDA for 
AI medical products, 
including IDx’s product 
for use in diabetic 
retinopathy screening 
and Viz.ai’s product that 
analyzes CT angiographic 
images to support acute 
stroke care.

Advising a U.S.-based 
company on various 
regulatory issues 
regarding the potential 
marketing of its 
designed wearable 
tech devices in China, 
including environmental 
requirements, privacy 
matters, medical device 
requirements, import 
and export issues, 
and supply chain 
compliance.

Advising a number 
of clients on whether 
their digital health 
related software falls 
within the EU definition 
of a medical device, 
including software 
for managing patient 
records, diagnostic test 
results and prescribing 
guidelines.

Advising a large medical 
device manufacturer 
on numerous and 
wide ranging issues 
including connected 
health initiatives, HIPAA 
compliance and incident 
response, investigations, 
and reporting.

Advising on competition 
law aspects of the 
blockchain technology, 
which is explored for use 
in pharmaceutical supply 
chain management and 
patient data handling.

Providing privacy 
counseling services 
including, compliance, 
investigations, and 
policies and procedures 
to the leading provider 
of personal health 
records and online 
health information.

Advising technology 
companies, as well as 
hospitals, health plans, 
and biotech companies, 
on issues related to the 
use of data in research 
contexts, health privacy 
and the cloud, and core 
HIPAA compliance.

Advising developers of 
wearable technology 
and digital health 
platforms on liability risk 
mitigation strategies.

Representing multiple 
clients—including 
high-technology 
companies—in drafting 
and negotiating 
agreements to develop 
and commercialize 
digital health products 
that depend on access 
to and exchange of data.

Advising a client on the 
development of a new 
digital health product 
consisting of a mobile 
app for the patient and 
web based apps for 
HCPs.

Advising a 
biopharmaceutical 
company on its 
agreement with a 
supplier of digital 
technologies (e.g., data 
capture solutions) for 
use in clinical trials.

Advising several 
pharmaceutical 
companies on the use 
of software applications 
within a clinical trial 
setting.

Regularly providing 
due diligence support 
for venture capital 
investments in the 
digital health space.



A selection of our experience in life sciences and other relevant industries

Advising Cisco 
Healthcare in rolling 
out its telemedicine 
products in China and 
related regulatory 
issues.

Advising Google in 
many areas of law in 
over 20 jurisdictions, 
including e-commerce, 
data protection and 
right to be forgotten, 
ISP’s liability, telecom 
and regulatory matters, 
commercial contracts, 
autonomous driving, 
wearable, consumer 
protection, contentious 
matters, IP and patent 
matters, copyright 
infringement.

Advising a leading 
international IT 
company concerning 
the use of artificial 
intelligence in support 
of medical practice, 
especially diagnosis 
of diseases, and the 
potential classification 
of related software as 
a medical device in 
the EU.

Serving as Salesforce.
com’s global outside 
counsel on privacy 
and cybersecurity 
matters.

Advising Google on its 
investment in a Series 
B financing of XtalPi, a 
Boston and Shenzhen 
based pharmaceutical 
technology company.

Advising Tencent, a 
leading provider of 
internet value added 
services in China, 
on its international 
expansion plans.

Representing a global 
technology company 
in licensing its glucose 
monitoring “smart 
lens” technology, and 
its JV’s to develop 
next generation 
surgical robots 
and bioelectronic 
medicines consisting 
of miniaturized, 
implantable devices. 

Advising a surgical 
robotic company 
on competition law 
aspects, in particular 
as regards market 
definition in fields of 
nascent technologies.

Advising Dell on the 
US$3bn sale of its 
global information 
technology services 
division (Dell Services) 
to NTT Data.

Representing leading 
technology giants in 
their local and multi- 
jurisdictional patent 
disputes, including 
BlackBerry, Dell, 
Google, HTC, KPN, 
Motorola, Oracle, 
Qualcomm, and ZTE.

Representing a 
worldwide technology 
company before EU 
national authorities 
in a dispute with 
competitors 
concerning the 
appropriate 
classification of 
software supporting 
the functioning of a 
medical devices.

Advising a leading 
“smart home” 
company on every 
stage of its products’ 
life, including 
regulatory and 
compliance aspects 
across several 
jurisdictions via our 
established global 
network of product 
law specialists.

Advising an innovative 
software company 
in connection with 
its commercial 
arrangements, 
including direct 
software licensing, 
cloud, and software as 
service arrangements.

Advising a leading 
technology company 
on the current legal 
landscape under EU 
and German law in 
connection with self-
driving vehicles.

Advising Gogo, 
the provider of 
in-flight Wi-Fi and 
entertainment 
systems, on FCC 
regulatory and policy 
issues.



Awarded ‘TMT Firm of the Year’ by 
China Law & Practice Awards, 
2018 and The Legal 500 UK 
Awards, 2018

They are personable, strategic and 
provide thought leadership.

Client, TMT,
Chambers Global-wide, 2017

Advising at the intersection of technology and medicine
Our Global Digital Health Team works seamlessly with members of the firm’s Life Sciences and Health Care 
sector group as well as our Technology, Media, and Telecommunications (TMT) sector group. 

We bring in-depth experience of hands-on law and technology problem-solving to your projects, built on 
market-leading contract, transactional, M&A, IP, regulatory and litigation teams on three continents. We help 
clients work through new disruptive technologies, including artificial intelligence, blockchain, big data, and the 
internet of things, and understand the backbone of the digital economy – networks, spectrum, connected 
devices, and the cloud. We help you find solutions for ground-breaking applications – digital health, 
autonomous vehicles and mobile payments, even where the law is not clear.  

What others say

I have benefited from their international 
footprint... The strength of the team is its 
comprehensive coverage. I know that I can 
reach out and the firm will have someone 
who can answer the question.

Client, Privacy and Data Security, 
Chambers USA, 2018
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Our lawyers have 
strong working 
relationships with the 
Ministry of 
Commerce, National 
Development and 
Reform Commission, 
and other 
departments. 

Navigating uncharted territory

AI in Drug Discovery 
and Design 

Capable of identifying novel 
compounds for therapeutic use, 
AI leveraging big data is saving 
time and costs in a process that 
can take around 10 to 15 years 
and billions of dollars to 
complete. For pharmaceutical 
companies, which have 
traditionally relied on patents to 
protect innovation and fund 
R&D, this should be good news, 
but it is prompting vital 
questions about patent 
protection and enforcement. 

Read more on this topic.

Clinical Trials

Clinical trials are still far from 
being conducted electronically 
and leveraging big data.  
Pharmaceutical companies have 
made strides in advancing 
innovative recruitment of 
patients, consent process, and 
the capture of source data. 
However, in the future the 
design of clinical trials (CT) will 
likely take into account available 
big data – and the use of it may 
be part of the CT conduct. 
Further, more and more patient 
data will be collected 
automatically with innovative 
remote sensors.

Read more on this topic.

Our Global Digital Health Team helps clients chart the path when exploring  new ways to 
leverage digital tools to deliver innovation and advance business objectives and company 
missions.

Supply Chain

How are disruptive technologies 
like 3-D printing impacting the 
life sciences and pharmaceutical 
industry’s supply chain? It is 
important from a strategic 
perspective to make the most of 
new technologies being 
developed. New technologies, 
and in particular digital 
disruption technologies, are 
forcing a move away from 
traditional supply chain models.

Read more on this topic.

3D Printing

3D printing has emerged as a 
growing force in the life sciences 
industry. As the technology 
takes hold in the medical device 
market, it brings profound 
changes to product 
manufacturing — and to the 
pace of innovation. For pharma 
companies it brings 
opportunities in personalized 
medicine and local 
manufacturing, but also 
challenges of IP infringement 
issues and competition, even 
from hospitals and pharmacies.

Read more on this topic.

Artificial Intelligence

Beyond the use in Drug 
Discovery and Design (see 
above), use of AI systems 
promise better health care 
management for patients and 
faster, more accurate diagnoses
for doctors. But the traditional 
regulatory framework will 
require major changes in 
preparation for the advances on 
the horizon. Companies 
pursuing AI technologies must 
realize that while the health care 
industry is embracing this 
technology, the regulatory 
landscape is still finding its 
footing.

Read more about this topic.

Blockchain

Blockchain and AI are opening 
new doors towards improving 
data efficiency in the life 
sciences industry. Blockchain 
may help in addressing needs 
like traceability of products, 
detect falsified products, and 
organize smart manufacturing. 
At the same time, blockchain 
and AI may also curtail the 
traditional role of data owners 
and controllers (i.e., blockchain 
is controlled not by a single 
entity, but by numerous 
blockchain users). Thinking 
ahead of traditional roles in the 
law (i.e., privacy laws) will be 
required.

Read more on this topic.

https://www.hoganlovells.com/en/publications/the-skilled-machines-disrupting-drug-design
https://www.hoganlovells.com/en/blogs/focus-on-regulation/clinical-trialsital-technology-for-recruitment-consent-and-data-capture
https://www.hoganlovells.com/en/publications/how-life-sciences-and-pharmaceutical-companies-can-harness-opportunity-in-their-supply-chains
https://www.hoganlovells.com/en/publications/protecting-ip-in-the-era-of-3d-printing
https://www.hoganlovells.com/en/publications/a-look-at-how-ai-and-blockchain-could-solve-data-management-and-integrity-issues-in-a-life-sciences-environment
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Privacy and 
Cybersecurity

In May 2018, the GDPR entered 
into effect in EU member states, 
replacing a longstanding and less 
rigorous data and e-privacy 
directive. Not only does the GDPR 
provide a uniform set of rules for 
data processing throughout the 
EU, it also heralds a change in the 
way data privacy is handled. But 
the new requirements 
established by the regulation may 
substantially change the way life 
sciences companies collect and 
process personal health data and 
communicate with data subjects.

Read more on this topic.

Mobile Medical Apps

Medical companies are looking 
to leverage mobile platforms to 
help patients communicate with 
health care providers, capture 
data about their medical 
condition and generally improve 
adherence and access to 
treatment recommendations. It 
sounds simple, but because 
each new generation of 
technology brings with it a new 
set of legal issues, it isn’t. 

Read more on this topic.

IP in Digital Health 
Deals

As pharmaceutical 
manufacturers, health care 
providers, and technology 
companies pursue third party 
partners to help leverage their 
assets and improve patient care, 
the success or failure of many of 
these deals often hinges on the 
agreements and covenants that 
protect the intellectual property 
of parties involved. 

Read more on this topic.

Digital Tools

The recent proliferation of 
digital health tools such as 
wearable remote monitoring 
devices and smartphone apps is 
leading to major changes in 
health management. While the 
streams of user data generated 
by these tools gives 
manufacturers, providers, and 
patients new insights into 
product efficacy and treatment 
adherence, their adoption also 
places manufacturers in 
uncharted legal territory. 

Read more on this topic.

Internet of Things

Connected medical devices 
deliver numerous benefits not 
available before, including 
improved monitoring of patient 
welfare and a wealth of vital 
data. But for all the advantages 
available through these devices, 
their connectivity as part of the 
Internet of Things (IoT) 
ecosystem also introduces 
significant potential risks to 
patient safety and data security.

Read more on this topic.

Telehealth and HCP 
Connectivity

The recently enacted Bipartisan 
Budget Act of 2018 expands 
Medicare’s coverage for 
telehealth services. While the 
sophistication and technologies 
for telehealth have increased, it 
is still a challenge for pharma 
companies to get connected to 
HCPs (read more). Moreover, 
growth in the actual use of 
telehealth services has been 
hampered by limited 
reimbursement and Medicare’s 
restrictions on the geographic 
areas and care settings.

Read more on this topic.

https://www.hoganlovells.com/en/publications/understanding-the-new-responsibilities-facing-life-sciences-companies-related-to-collecting-and-processing-personal-health-data-under-the-gdpr
https://www.hoganlovells.com/en/publications/mobile-medical-apps-are-a-form-of-medical-device-and-are-regulated-as-such
http://viewer.zmags.com/publication/4d1c4222#/4d1c4222/6
https://www.statnews.com/sponsor/2018/01/09/digital-health-tools/
https://www.hoganlovells.com/en/publications/best-practices-for-managing-cybersecurity-risks-related-to-iot-connected-medical-devices
http://viewer.zmags.com/publication/4d1c4222#/4d1c4222/30
https://www.hoganlovells.com/en/publications/expanded-coverage-of-telehealth
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Digital Health doesn’t stop for oceans or disappear at 
national borders, and neither does Hogan Lovells.
Our cross-jurisdictional team of more than 50 life sciences lawyers take a holistic issues and technology-
based approach to counseling on digital health products and services. Please find a list of our partners below 
and visit our website to view the entire team. 

Mark W. Brennan  
Partner, Washington, D.C.
Communications

Lauren S. Colton 
Partner, Baltimore
Product Liability 

Trey Hanbury  
Partner, Washington, D.C.
Communications

Susan S. Lee
Partner, Washington, D.C. 
FDA Regulatory/
Pharmaceuticals

E. Desmond Hogan
Partner, Washington, D.C.  
Litigation

Jennifer Henderson
Partner, Washington, D.C.
FDA Regulatory/Medical 
Devices

Scott T. Loughlin
Partner, Washington, D.C.
Privacy and Cybersecurity

Asher Rubin
Partner, Baltimore
Corporate

Michele Sartori
Partner, Washington, D.C.
Litigation

Jodi Scott
Partner, Denver
FDA Regulatory/Medical 
Devices

Paul Otto
Partner, Washington, D.C. 
Privacy and Cybersecurity

Michelle Kisloff
Partner, Washington, D.C. 
Litigation

Beth Roberts 
Partner, Washington, D.C.
Health Care Regulatory 

Jane Ross  
Partner, Silicon Valley 
Corporate

Craig Smith
Partner, Miami
Health Care Regulatory 

Marcy Wilder
Partner, Washington, D.C. 
Privacy and Cybersecurity

Miriam Gundt
Partner, Dusseldorf
Intellectual Property

Dr. Jörg Schickert
Partner, Munich 
Commercial and Regulatory  

Joke Bodewits 
Partner, Amsterdam
Intellectual Property, Privacy 
and Cybersecurity

Kelliann H. Payne
Partner, Philadelphia
FDA Regulatory/Medical 
Devices

Theodore J. Mlynar
Partner, New York
Intellectual Property

Dr. Salomé Cisnal De Ugarte
Office Managing Partner, Brussels 
Antitrust and Competition

https://www.hoganlovells.com/en/aof/digital-health
https://www.hoganlovells.com/en/mark-brennan
https://www.hoganlovells.com/en/lauren-colton
https://www.hoganlovells.com/en/trey-hanbury
https://www.hoganlovells.com/en/susan-s-lee
https://www.hoganlovells.com/en/desmond-hogan
https://www.hoganlovells.com/en/jennifer-henderson
https://www.hoganlovells.com/en/scott-loughlin
https://www.hoganlovells.com/en/asher-rubin
https://www.hoganlovells.com/en/michelle-kisloff
https://www.hoganlovells.com/en/michele-sartori
https://www.hoganlovells.com/en/jodi-scott
https://www.hoganlovells.com/en/paul-otto
https://www.hoganlovells.com/en/beth-roberts
https://www.hoganlovells.com/en/ross-jane
https://www.hoganlovells.com/en/craig-smith
https://www.hoganlovells.com/en/marcy-wilder
https://www.hoganlovells.com/en/miriam-gundt
https://www.hoganlovells.com/en/joerg-schickert
https://www.hoganlovells.com/en/joke-bodewits
https://www.hoganlovells.com/en/kelliann-payne
https://www.hoganlovells.com/en/ted-mlynar
https://www.hoganlovells.com/en/salome-cisnal-de-ugarte
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Global Digital Health Team Leads

Dr. Frederick Ch’en
Partner, Tokyo
Intellectual Property

Melissa K. Bianchi
Partner, Washington, D.C
Health Care Regulatory, Privacy and 
Cybersecurity
T +1 202 637 3653
melissa.bianchi@ hoganlovells.com

Yarmela Pavlovic
Partner, San Francisco 
FDA Regulatory/Medical Devices
T +1 415 374 2336
yarmela.pavlovic@ hoganlovells.com

Dr. Matthias Schweiger
Partner, Munich 
Product Liability 
T +49 89 290 12 0
matthias.schweiger@ hoganlovells.

Lu Zhou
Partner, Beijing
Corporate

Jun Wei
Office Managing Partner, 
Beijing
Corporate

Ina Brock
Partner, Munich
Product Liability 

Alex Dolmans
Partner, Madrid
Corporate

Dr. Tanja Eisenblätter
Partner, Hamburg
Litigation

Dr. Andreas Von Falck
Partner, Dusseldorf 
Intellectual Property

Miriam Gundt
Partner, Dusseldorf
Intellectual Property

Matthew Felwick
Partner, London
Product Liability

Vaughn Harrison
Partner, Johannesburg
Corporate

Winston Maxwell  
Partner, Paris
Privacy and Cybersecurity

Dr. Ingrid Ohmann-Sauer
Partner, Munich
Employment

Mikael Salmela
Partner, Paris
Commercial and Regulatory 

Dr. Stefan Schuppert
Partner, Munich
Intellectual Property, 
Privacy and Cybersecurity

Fabien Roy
Partner, Brussels 
EU Regulatory/Pharmaceuticals 
and Medical Devices

Arne Thiermann
Partner, Munich
Commercial and Regulatory 

Elisabethann Wright
Partner, Brussels
EU Regulatory/Pharmaceuticals 
and Medical Devices

Hein Van den Bos 
Partner, Amsterdam
EU Regulatory/
Pharmaceuticals and Medical 

Eduardo Ustaran
Partner, London
Privacy and Cybersecurity

Andrew McGinty
Partner, Shanghai
Corporate

Dr. Salomé Cisnal De Ugarte
Office Managing Partner, Brussels 
Antitrust and Competition

Christian Di Mauro
Partner, Milan
Litigation

https://www.hoganlovells.com/en/andrew-mcginty
https://www.hoganlovells.com/en/frederick-chen
https://www.hoganlovells.com/en/melissa-bianchi
https://www.hoganlovells.com/en/yarmela-pavlovic
https://www.hoganlovells.com/en/matthias-schweiger
https://www.hoganlovells.com/en/lu-zhou
https://www.hoganlovells.com/en/jun-wei
https://www.hoganlovells.com/en/ina-brock
https://www.hoganlovells.com/en/alex-dolmans
https://www.hoganlovells.com/en/tanja-eisenblaetter
https://www.hoganlovells.com/en/andreas-vonfalck
https://www.hoganlovells.com/en/matthew-felwick
https://www.hoganlovells.com/en/vaughn-harrison
https://www.hoganlovells.com/en/winston-maxwell
https://www.hoganlovells.com/en/ingrid-ohmann
https://www.hoganlovells.com/en/mikael-salmela
https://www.hoganlovells.com/en/stefan-schuppert
https://www.hoganlovells.com/en/fabien-roy
https://www.hoganlovells.com/en/arne-thiermann
https://www.hoganlovells.com/en/elisabethann-wright
https://www.hoganlovells.com/en/hein-van-den-bos
https://www.hoganlovells.com/en/eduardo-ustaran
https://www.hoganlovells.com/en/andrew-mcginty
https://www.hoganlovells.com/en/christian-dimauro
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