


sourcing pathways and 
solutions to achieve objectives

The medical device industry has seen 

significant growth in recent years. This 

has led to an increase in government 

regulations and enforcement efforts. 

Epstein Becker Green attorneys help 

our clients—many of the world’s 

largest medical device manufacturers, 

as well as scores of midsize and start-

up companies—successfully navigate 

industry developments and stay ahead 

of the challenges.

Health care law has been the 

cornerstone of our law firm for nearly 

40 years. Our legal services have 

grown with the sector, and we support 

the most recent medical device 

innovations. Many of our practitioners 

have backgrounds that combine 

science, industry, and legal knowledge 

and experience to serve our clients. 

This enables Epstein Becker Green 

to provide sophisticated and strategic 

counsel to our clients—sourcing 

pathways and solutions to achieve 

objectives. 
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With FDA enforcement in high gear,     

Epstein Becker Green attorneys help 

clients manage agency inspections, 

improve their quality systems, and 

design compliance systems that are 

practical and effective.

We routinely work with medical 

device and product manufacturers to 

develop market introduction strategies 

for complex technologies that do 

Developing premarket introduction 

strategies requires knowledge and 

creativity. We bring both to bear.

Increasingly, premarket introduction 

strategies require the development of 

clinical data. We help clients identify 

the data requirements and design 

effective clinical trials that will meet 

regulatory needs in a practical and 

cost-effective way.

Analyzing the regulatory status of all manner of medical devices, 

including devices combined with other therapeutic products, 

products that straddle the line between wellness and therapy, and 

health information technology systems

Advising on the design of software system architectures to take 

advantage of the FDA regulatory framework

Drafting white papers describing the FDA’s approach to the 

regulation of telemedicine products

Conducting educational webinars on topics such as Good Clinical 

Practices, advertising and promotion, and the future of software 

regulation

Drafting contract manufacturing, distribution, and other supplier 

agreements to ensure quality system and other FDA compliance

Establishing a program of policies and procedures to ensure 

compliance with FDA regulations

Conducting quality audits for all types of medical device clients

MEDICAL DEVICE INDUSTRY
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Epstein Becker Greenfood & drug law
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food & drug law

REPRESENTATIVE MEDICAL DEVICE 
REGULATORY ENGAGEMENTS

We help clients identify the data requirements and 
design effective clinical trials that will meet regulatory 
needs in a practical and cost-effective way.”

“



Epstein Becker Green government & commercial reimbursement
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MEDICAL DEVICE INDUSTRY

government & commercial 
reimbursement

DEVELOPING COMPREHENSIVE 
REIMBURSEMENT PLANS FOR NEW 
TECHNOLOGIES WHERE THE 
AVAILABLE CODES ARE NOT OBVIOUS

DEVELOPING GOVERNMENT AFFAIRS STRATEGIES FOR 
ENCOURAGING MEDICARE AND OTHER PAYERS TO EXPAND 
COVERAGE ASSOCIATED WITH TELEHEALTH PRODUCTS

Helping companies develop marketing claims 
needed to achieve reimbursement status, 
and with a specific focus on the evidence 
requirements for FDA clearance

Assisting companies in creating proactive 
marketing strategies for communicating health 
economic information, in compliance with FDA 
and other regulatory requirements

Monitoring therapeutic 
areas for legislative or 
agency developments 
that may impact future 
opportunities

Developing campaigns to 
mobilize clinical and 
patient stakeholders in 
support of coverage for 
new medical technologies

Counseling clients in major 

Medicare claims for the use 

of medical technology

WITH REGARD TO MEDICAL DEVICE REIMBURSEMENT, WE PROVIDE COUNSEL:

ebglaw.com

Introducing new medical devices to the market nearly always requires consideration of the reimbursement environment.  

Many innovative and valuable medical devices pass through the regulatory hoops only to be stopped in their tracks by a lack 

of reimbursement. We help manufacturers think strategically about how to identify the optimal marketing claims needed 

to position a product for maximum reimbursement, and then help them walk through the system for identifying the proper 

codes and payment levels.
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Epstein Becker Greenhealth care product marketing
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Medical device industry

health care 
product marketing

ebglaw.com

innovation in medical devices is necessary but 
not sufficient to ensure successful market entry. 
Manufacturers often walk a fine line between conveying the market value of their 

goods while abiding by the myriad of fraud and abuse laws governing health care 

devices and products. Manufacturers have to navigate the marketplace while 

complying with an ever-increasingly complex regulatory landscape: the FDA’s 

increased focus on enforcement of promotional requirements, the threat of larger 

fines for off-label promotions, and emerging new challenges presented by social 

media as a mainstream marketing vehicle. We counsel clients on managing the risk 

of fraud and abuse as these rules continue to develop and also assist medical 

device manufacturers in establishing Good Promotional Practices (GPPs) for  

their products.

As the regulatory, legal, and business environment evolves, Epstein Becker Green 

crafts guidance that balances in-depth regulatory analysis and each client’s business 

objectives. 

as tHe 
regulatory, 

legal, and 
business 

environMent 
evolves, 
epstein 

becker green 
craFts 

guidance 
tHat 

balances 
in-deptH 

regulatory 
analysis and 
eacH client’s 

business 
objectives. 

RepResentative engagements include:
•	 developing and revising manufacturers’ gpps

•	 providing real-time training for sales teams and marketing experts

•	 reviewing existing and new marketing materials 

•	 assisting in promotional strategy and claims analyses

•	 conducting corporate compliance program effectiveness reviews

•	 developing comprehensive corporate compliance programs

•	 providing advice regarding the compliance risks associated with 

promotional and non-promotional product, company, and disease 

state communications



We provide privacy and security 

counseling to medical device 

manufacturers that are not covered by 

the Health Insurance Portability and 

Accountability Act of 1996 (HIPAA) 

but who may contract with or provide 

equipment or services to covered 

entities and business associates. We 

counsel these device manufacturers 

on strategies for anticipating customer 

demands for HIPAA, common law, 

and consumer privacy compliance. 

We also assist device manufacturers 

in responding to inappropriate 

demands from covered entity and 

business associate customers. We give 

practical advice to clients, participating 

in developing training and other 

administrative procedures to ensure 

that entities not covered by HIPAA do 

not inadvertently subject themselves 

to it.

As part of our counseling and advice, 

the Epstein Becker Green privacy and 

security team regularly conducts risk 

assessments and IT audits for medical 

device companies; manages computer 

security incidents; and creates 

procedures for system security audits, 

penetration tests, and vulnerability 

assessments to define real metrics by 

which an organization can evaluate 

and demonstrate its privacy and 

security compliance and capabilities. 

Upon review, our team determines 

the overall security impact level of the 

information systems and then assists 

clients in selecting security controls 

and generating appropriate policies 

to address and mitigate the risks 

identified.  

Our team also provides security 

incident mitigation services. Within 

hours of a security incident, we can be 

on the ground mitigating a potential 

security incident before it reaches 

the level of a reportable security 

breach or imposes a risk for litigation. 

We have been very successful in 

assisting in data recovery and, with the 

assistance of forensic examinations by 

outside experts, our team frequently 

establishes that sensitive information 

was never actually accessed.

Epstein Becker Green privacy & security
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Medical device industryprivacy & security

as the first law firm to be designated a common 
security framework (“csf”) assessor by the health 
information trust alliance (“hitRust”), we identify 
and address risk for health care industry clients.

ebglaw.com
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•	 analyzing the impact of current and pending legislation and regulations on 

client operations

•	 developing public policy positions on client matters

•	 providing legal analysis of the impact of legislation on corporate strategies   

and reimbursements

•	 developing coalitions supporting policy issues

•	 analyzing state legislation and regulations

representative 
policy services

legislative & policy
ebglaw.com

WE HAvE A lOnG TrADITIOn 

OF ADvIsInG On POlIcy AnD 

sTrATEGy WOrk TO ADDrEss 

A vArIETy OF HEAlTH cArE 

AnD FDA IssUEs. Epstein Becker 

Green attorneys have led developments 

in policy and legislation before the FDA 

and congress—creating a significant 

impact on the medical device industry.  

We represent major trade associations 

as well as individual companies and coalitions and, most recently, we have been leading the way in the policy 

developments related to digital health. As industry innovations are adopted around the globe, our attorneys 

also see the value of international harmonization and have created lasting partnerships with global consultants 

and attorneys in the areas of clinical decision software, mobile health, and combination products. 



the size and complexity of the medical device industry, coupled with the working 
relationships between manufacturers and providers, raises the risk of major investigations 
and litigation involving federal and state agencies, as well as qui tam or “whistleblower” 
actions. governing agencies have stepped up their fraud and abuse enforcement actions, 
aided by congress and state legislatures that have expanded the reach of related laws. as 
a result, the medical device industry remains a major target for investigations and litigation 
with high-value risks.

revising corporate compliance programs to keep manufacturers’ 

policies current with changes in fraud and abuse laws 

representing manufacturers in administrative hearings 

seeking to overturn arbitrary and capricious adverse 

agency coverage and reimbursement decisions

challenging Medicare coverage determinations that 

conflict with the Medicare statute and regulations

Defending medical device manufacturers against allegations by 

the U.s. Department of Justice of illegal kickbacks to physicians 

and of engaging in “off-label” marketing aimed at increasing 

Medicare reimbursement 

counseling criminal law attorneys retained by 

defendants accused of violations of the Federal 

Food, Drug, and cosmetic Act

Defending companies accused of quality system and other 

FDA-related violations, including negotiating consent 

decrees involving the companies and individual officersWe have 
extensive 
experience 
with the key 
regulatory 
provisions and 
agencies that 
can trigger 
investigations 
and 
litigation for 
noncompliance.

examples of our recent work include >>

Epstein Becker Green litigation & government investigations
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litigation & government 
investigations

ebglaw.com



developing compliance programs that conform to 
applicable federal and state laws and regulations

preparing corporate policies, including those 
addressing codes of conduct, duties of 
compliance officers, employee training, reporting 
of noncompliance, records management, patient 
confidentiality, human resources, reimbursement, 
and billing procedures 

training on policies addressing specific 
vulnerabilities or areas of noncompliance

building on and enhancing an existing corporate 
compliance program 

conducting reviews of corporate 
compliance programs

tHere are a nuMber oF areas in wHicH epstein becker 
green attorneys provide general coMpliance advice 
tHat are relevant to Medical device ManuFacturing 
operations. we Have supported our clients in:

ourservices

Epstein Becker Greencompliance counseling & defense
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compliance counseling 
& defense

ebglaw.com

A well-established corporate 

compliance program can protect a 

health care company in the midst 

of a legal crisis by shielding the 

company from suffering harsher 

penalties or stricter sentences. Our 

ability to be effective compliance 

advisors is enhanced by members 

of the practice who have real-world 

government experience, including 

a former Acting Administrator 

for the Centers for Medicare 

& Medicaid Services; a former 

Acting Attorney General of the 

United States and head of the Civil 

Division of the U.S. Department of 

Justice, who prosecuted antitrust 

violations and fraud in the health 

care industry; and a research 

microbiologist at the Centers 

for Disease Control in Atlanta, 

Georgia. Our attorneys also have 

industry experience, on both the 

business and professional sides, 

and have held positions as diverse 

as Assistant General Counsel for 

the GE Healthcare IT Division and a 

critical care paramedic.
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our knowledge and broad bench strength in health 
care has brought private equity funds and other 
investors to epstein becker green for support in 
mergers and acquisitions and in assessing health 
care targets. in recent years, the market has seen 
a significant increase in venture capital funding 
in the medical device sector. our attorneys often 
work directly with potential investors or alongside 
a client’s corporate counsel to evaluate the health 
regulatory profile of a health care transaction target. 
our involvement often includes conducting health 
regulatory due diligence, addressing health regulatory 
exposures in the transaction agreements, and 
compliance audits.  

examples of transactions 
in which we assisted with 
due diligence include:

representing a large private 

equity firm on health regulatory 

issues in acquiring a medical 

device subsidiary (disposables 

and capital equipment) of one 

of the largest medical product 

companies in the world

representing a private equity 

firm in the diligence review 

of a $6.3 billion transaction 

of device and cellular product 

manufacturers

representing a large private 

equity firm in acquiring an 

international contract sterilizer

conducting initial diligence on 

behalf of a large private equity 

firm to assess the purchase 

of a subsidiary of a global, 

multibillion-dollar medical device 

manufacturer

conducting initial health 

regulatory diligence on 

the potential acquisition 

of a bandage and lancet 

manufacturer 

conducting initial health 

regulatory diligence to advise 

on the acquisition of a 

publicly traded cardiac rhythm 

management, neuromodulation, 

and vascular access component 

manufacturer

Medical device industry

mergers, acquisitions & other 
health care transactions

ebglaw.com

our 
knowledge 
and broad 

bench 
strength in 
health care 
has brought 

private 
equity funds 

and other 
investors 

to epstein 
becker green



11Epstein Becker Greenlabor & employment

eleven
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labor & 
employment
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Health reform and department of labor policy changes have created new liabilities 
for companies operating in the health care and life sciences industry and new 
requirements for labor and employment compliance. our attorneys have the distinct 
combination of industry knowledge and legal acumen to serve clients in this sector.  

labor management relations

Wage and hour compliance

Discrimination matters

Internal investigations 

social media policies

Whistleblower actions

noncompetition agreements

Employee benefits

our attorneys serve the full 
spectrum of health care service 
providers and medical device 
manufacturers in such areas as>>

Our attorneys represent management in all sectors of the health care 

and life sciences industry. According to the 2010 edition of Chambers USA: 

America’s Leading Lawyers for Business, “The firm’s strong position in the 

labor and employment sector has historically attracted a number of health 

care clients and it remains preeminent on the provider side.”

the two founding national practices of epstein becker 
green are Health care and life sciences and labor 
and employment. the combined power of our medical 
device and labor and employment experience can help 
with many employer challenges. 

the two founding 
national practices 
of epstein becker 
green

labor & 
employment
&
health 
care & life 
sciences



    contracting with suppliers for the 

production of medical devices and 

other products used in connected 

health

     Medical device regulatory advice 

+ corporate law with medical device 

industry experience

     Medical device manufacturers 

conducting clinical trials using their 

own employees

      Fda regulatory advice + labor 

and employment advice

     complying with both Fda 

and osHa requirements in the 

manufacture of medical devices

     Fda regulatory compliance 

advice + osHa regulatory counsel

     developing social media policies 

for medical device manufacturers 

to comply with regulatory and 

labor requirements

     good promotional practices 

counsel + u.s. labor law advice 

on social media applications and 

utilization in a workplace

     structuring joint ventures 

and other co-development 

collaborations

     Fda regulatory advice + 

corporate law counsel

     designing and marketing medical 

devices for people with disabilities

     Fda regulatory advice + ada 

and disability legal counsel

complex need       calculating the 

new medical device tax that will go 

into effect in 2013

solution       Fda regulatory advice 

+ tax law

     Managing international medical 

device supply chains

    u.s. regulatory advice + eu 

regulatory + ce (conformité 

européenne) marking + global 

regulatory advice

      Fda regulatory compliance 

issues impact sec disclosure 

obligations for medical device and 

other Fda-regulated companies

     sophisticated sec industry-

specific compliance advice + health 

regulatory advice

12 Epstein Becker Green our distinction
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Medical device industryour distinction

the medical device industry presents unique issues and a need for complex, multi-
faceted legal counsel. We regularly assist clients by fusing multiple knowledge 
disciplines to reach solutions. in combining strengths we create a distinction that 
helps clients successfully and efficiently reach their objectives. <<

examples of our counsel:

ebglaw.com

-

-

-

-

-

-

-

-

-

+

+

+

+

+

+

+

+

+



     conducting internal 

investigations into possible 

noncompliance with Fda 

regulations for medical devices and 

managing potential whistleblowers

      Fda regulatory advice + labor 

and employment counsel + 

corporate compliance advice

     global strategies for managing 

the human capital used in medical 

device research and development

     developing and supporting 

research agreements + Fda 

regulatory advice + immigration 

counsel + employment law

      designing compensation 

plans for sales & marketing 

personnel that do not encourage 

impermissable promotion activities

     regulatory compliance advice 

related to the sale and promotion 

of medical devices + employment 

compensation advice

     Managing Fda regulatory 

intelligence in an environment 

where regulatory affairs 

professionals change medical 

device companies frequently

     Fda regulatory compliance + 

employment law counsel

Medical device industryour distinction

For more information, contact: 

Bradley Merrill thompson, Epstein Becker & Green, P.c. 

Phone: 202/861-1817, bthompson@ebglaw.com

     Managing legal risk through 

medical device labeling 

     Fda regulatory advice + tort 

claim exposure counsel

     
     Managing medical licensing 

issues confronting medical 

device professionals who 

perform regulatory and medical 

responsibilities

     Fda regulatory compliance and 

policy advice + employment and 

licensing counsel

     

examples of our counsel [cont.]:
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