
Leech Tishman Nelson Hardiman is well-versed in 
the federal and state healthcare regulations that are 
issued by enforcement agencies, including the Center 
for Medicare & Medicaid Services (CMS), the Drug 
Enforcement Administration (DEA), the Food and Drug 
Administration (FDA), and the U.S. Department of 
Health and Human Services (HHS). We assist clients in 
navigating complex regulatory issues as they emerge 
in the healthcare and life sciences industries, providing 
them with guidance regarding policies and procedures, 
best practices, data privacy and cybersecurity, and 
government investigations.

We have defended healthcare providers in investigations 
and actions before federal and state regulatory agencies. 
Our attorneys combine specialized experience with 
a proactive approach to new and existing regulatory 
matters that affect the operation and financial stability of 
healthcare organizations, including hospitals, ambulatory 
surgery centers, physicians and medical staff, and clinics.

Services
•	 Corporate Practice of Medicine

•	 Data Privacy & Cybersecurity

•	 FDA

•	 Governance

•	 Medi-Cal

•	 Medicare

•	 State Regulations

•	 Telehealth

Healthcare Regulatory Compliance

Leech Tishman has a depth of experience guiding major healthcare 
organizations, including hospitals, ambulatory service centers, clinics, 
and physicians and other medical staff, in complex healthcare 
regulatory compliance matters, including the corporate practice of 
medicine, data privacy and cybersecurity, and telehealth.
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Corporate Practice of Medicine
Our firm guides clients on regulatory compliance 
concerning the corporate practice of medicine (CPOM), 
both for new ventures and in response to government 
investigations or disputes. 

CPOM has become an increasingly regulated area 
for health professionals and organizations engaged 
in the practice of medicine. Approximately half of 
all states have adopted a CPOM doctrine, requiring 
entities providing medicine, dentistry, and other health 
professional services to be owned and clinically directed 
by health professionals, prohibiting entities outside of 
the healthcare industry from employing or contracting 
with health professionals, or otherwise holding 
themselves out as practicing medicine. Leech Tishman 
Nelson Hardiman guides state and national healthcare 
organizations regarding CPOM compliance within their 
state(s) of operation.

Our work includes:

•	 Preparing contracts that are compliant with CPOM 
regulations between professional entities (PCs) and 
management service organizations (MSOs) in all 50 
states

•	 Establishing entities that are compliant with CPOM 
regulations in all 50 states, ensuring that entities 
meet the standards set forth by each individual state 
regarding formation, ownership, and registration of 
foreign PCs

•	 Advising clients on all aspects of CPOM compliance, 
including requirements for ownership, governance, 
and management roles, physician operational 
oversight and decision-making, banking and finance 
requirements for PCs, issues related to management 
fees and intellectual property licensing, and control 
mechanisms

•	 Remediating non-compliance with CPOM regulations

•	 Responding to and defending government 
investigations of CPOM compliance

•	 Providing opinion letters and expert witness 
testimony on CPOM compliance

Over the past two decades, the solution to CPOM 
compliance issues has been to develop MSOs that 
contract with PCs to provide non-clinical services, raise 
capital, and support the overall growth of healthcare 
businesses. 

Dozens of MSOs use the PC-MSO structure to function as 
public companies, with thousands more being acquired, 
established, or rolled up by private equity and other 
investment groups. 

Leech Tishman Nelson Hardiman is experienced with 
setting up the corporate and contractual structures, as 
well as refining non-compliant or sub-optimal structures 

that were previously established by another law firm. We 
routinely establish compliant structures for healthcare 
organizations across the nation. Our firm is one of a few 
law firms in the United States that handles both the 
proactive venture aspects of CPOM, while also handling 
crisis responses, including defending enforcement 
actions and CPOM-related litigation.

While the IRS has clarified the federal tax treatment 
of PC-MSO structures, state agencies have taken 
inconsistent and unclear positions, posing complex 
issues for these entities which often requires strategic 
legal guidance for compliance with state tax regulations.

Leech Tishman Nelson Hardiman has developed 
an authoritative reputation in the CPOM landscape. 
Healthcare Partner, Harry Nelson, has testified as an 
expert witness in several precedent-setting cases 
involving CPOM. In a landmark case in which a public 
company was faced with shutdowns in dozens of 
locations statewide over alleged CPOM violations, 
Nelson’s testimony led licensing authorities to abandon 
their case. As a result of that victory and other cases, 
Nelson has been asked to provide industry-wide 
guidance on CPOM standards and best practices.

Data Privacy & Cybersecurity
Our firm is adept at managing data privacy and 
cybersecurity concerns regarding the way information 
is created, stored, and utilized. Hospitals, health systems, 
healthcare companies, and individuals rely on our 
attorneys to navigate regulatory compliance standards 
and advise on best practices to mitigate risk in an 
industry impacted by complex security breaches and 
emerging healthcare technologies.

Leech Tishman Nelson Hardiman combines strategic 
vision with practical advice to guide clients on issues 
involving the collection, analysis, use, and disclosure of 
patient information and related data that is obtained 
from patients and other organizations.

FDA
Leech Tishman Nelson Hardiman advises 
healthcare providers regulated by the Food and 
Drug Administration (FDA), including those dealing 
with pharmaceuticals, medical devices, nutritional 
supplements, health treatments, and cures. Our 
attorneys have extensive regulatory experience and 
provide clients with forward-thinking advice to ensure 
compliance with FDA issues specific to healthcare 
providers. 

Our knowledge and experience with FDA regulatory 
compliance provides clients with protection from 
FDA investigations. We provide guidance and counsel 
regarding every aspect of FDA regulation concerning 
the safety of drugs, medical devices, food, cosmetics, and 
other health-related products. 
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Governance
The seismic changes impacting the healthcare industry 
place an increasing burden of care on the governing 
boards of hospitals and health systems. Our attorney 
team harnesses extensive experience in corporate 
governance and prior in-house experience to advise 
on complex matters relating to corporate healthcare 
governance. 

We understand the unique business structures of the 
healthcare sector and the complex legal requirements 
of corporate governance. Our firm leverages a national 
reputation of industry expertise to ensure that boards, 
directors, trustees, and management teams meet their 
fiduciary obligations and navigate complex governance 
challenges.

Medi-Cal
Leech Tishman Nelson Hardiman navigates Medi-Cal’s 
complex regulatory landscape with the fortitude and 
determination of seasoned healthcare attorneys. We 
have advised some of the largest hospitals and health 
systems in cases involving audits, appeals, allegations 
of fraud and abuse, reimbursement issues, and 
overpayment disputes. Due to our vast experience and 
our role as industry leaders, we are uniquely qualified 
to advise healthcare providers regarding the challenges 
and opportunities of participating in the Medi-Cal 
program.

Medicare
Our firm is recognized as an industry-leading law firm in 
advising and defending Medicare providers in California. 
As Medicare increasingly seeks to contain the rising 
costs of healthcare in the face of a federal crackdown 
on Medicare abuse, we assist healthcare providers in 
justifying the medical necessity of the services they 
provide, protecting physicians from accusations of 
overpayment and fraud.

Our team of Medicare lawyers develops compliance 
programs, provides audit assessments, and defends 
providers who experience legal challenges with 
participation in the Medicare program. From enrollment 
issues to recovery audits, we resolve complex Medicare 
issues and provide guidance regarding Medicare 
compliance, including Medicare Secondary Payor (MSP) 
issues. We defend healthcare providers in Medicare 
Part B recovery audits and appeals, as well as defend 
providers from claims by private health plans and payor 
auditors who pursue reimbursement refunds based on 
Medicare patient coverage. 

State Regulations
Leech Tishman Nelson Hardiman leverages extensive 
knowledge of state healthcare laws to advise national 
and state-based hospitals, health systems, and other 
healthcare providers, particularly those based in 
California.

Our healthcare attorneys provide unmatched legal 
counsel regarding state laws and regulations affecting 

the healthcare industry, including California-specific 
requirements such as CPOM regulations and the Knox-
Keene Act. 

Nationally recognized for our cutting-edge approach, 
our firm delivers a formidable combination of strategic 
thinking and transactional experience to work with 
California state and local governments in shaping 
healthcare laws and regulations.

Telehealth
Across the nation, telehealth continues to rapidly evolve, 
requiring providers to regularly update best practices 
and procedures to ensure compliance with complex 
telehealth regulations, including CPOM and data privacy 
and cybersecurity. Our firm is adept in guiding telehealth 
ventures through all planning phases and the entire 
venture lifecycle, including Series A, B, and later funding 
rounds, public and private acquisition, and in becoming 
a public entity. Our experienced attorneys assist clients 
in developing strategies for telehealth regulatory 
compliance, providing them with a roadmap for growth 
and success.

Our experience includes counseling telehealth 
pioneers, cutting-edge telehealth companies, and 
mixed telehealth and brick-and-mortar providers. 
Teledentistry companies have also relied on Leech 
Tishman Nelson Hardiman to take them from start-up 
all the way to acquisition. Many of the most well-known 
brands in telehealth and subspecialties, including 
telebehavioral health ventures and focused telemedicine 
modalities, have relied on our firm to navigate telehealth 
regulatory issues. We represent telemedical and other 
telehealth companies from startup to publicly traded 
companies, and also advise existing brick-and-mortar 
and institutional providers on regulatory strategy, 
compliance, and build-out of telehealth services.

Our attorneys have guided dozens of telehealth providers 
from start-up all the way through to exit. Known for 
our depth of experience in the telehealth industry, we 
regularly assist clients in all phases of telehealth ventures 
and provide proactive counseling and representation 
that meets our clients’ business, regulatory, and strategic 
goals.
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