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• In 2014, an estimated $3.0 trillion ($3,000,000,000,000) 
was spent on healthcare in the United States, constituting 
16.6% of the U.S. gross domestic product (GDP) 
 

• That year, approximately $1.8 trillion ($1,800,000,000,000) 
was spent on healthcare in Europe, constituting 9.7% of the 
member countries’ combined GDP 
 

• An estimated $24.8 billion ($24,800,000,000) was spent on 
healthcare in Israel that year, constituting 7.6% of GDP 
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The United States Healthcare System 



 
• United States Congress 
• United States Department of Health & Human Services 
• The Centers for Medicare and Medicaid Services 

(“CMS”)  
• CMS Contractors 
• Commercial Insurance Companies (administer both 

governmental and commercial plans) 
• The Food and Drug Administration (“FDA”) 
• The Office of Inspector General (“OIG”) 
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Major Players in the US Health Care System 
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Payors of Healthcare in the United States 

 
 

 

• Governments (Federal and State)  
• The U.S. Government (Medicare, Medicaid (poor), CHIP, and 

others) 
• $936 billion spending in 2015 

• State Governments (Medicaid  and other state health care 
programs) 

• $185 billion spending in 2014 
 

• Commercial Insurers 
• Plans primarily offered through employers or exchanges 
• $991 billion spending on private health insurance in 2014 

 
• Patients  

• $330 billion spending in 2014 



• Medicare - for those over 65 (53.8m), and certain 
disabled people (8.9m). $632 billion spending in 2015.   
 

• Part A – Hospital Insurance 
• Inpatient care in acute care hospitals and critical access 

hospitals, skilled nursing facility care, hospice care, some 
home health services 
 

• Part B – Supplementary Medical Insurance 
• Services from physicians and ambulance companies.  Also 

includes outpatient care, some home health care, durable 
medical equipment, physical and occupational therapy 
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Medicare 



• Part C – Medicare Advantage (Managed Care) 
• Health plan options approved by Medicare but managed by 

private insurance companies.  These plans provide all 
Medicare Parts A and B coverage and must cover medically 
necessary services.  Plans often do but are not required to 
include Part D plans.   (16.2m) 
 

• Part D – Prescription Drug Plans 
• Prescription drug plans administered by insurance companies 

approved by Medicare that provide beneficiaries with 
prescription drugs that cost less due to negotiated prices. 
(40.5m) 
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Medicare 



• Where will your Device be used?  
 

• Where will your Drug/Biologics be administered? 
 

• Where will your Diagnostic Equipment be available for 
use? 
 

• What does your Digital Health/Mhealth 
App/System/Service do, where will its use be most 
effective and who will pay for it? 
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Initial Strategy Questions to Consider 



• Inpatient Hospital – DRGs (Diagnostic Related 
Groupings) 
 

• Outpatient Hospital – APCs (Ambulatory Patient 
Classifications and Pass Through Status) 
 

• Physician Office Setting – CPT codes (Common 
Procedural Terminology, administered by AMA) 
 

• Self Administered Drugs, Chemotherapy Drugs, 
DMEPOS – HCPCS Codes  
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Health Care Settings/Benefits Determine 
Applicable Reimbursement  



 
• Coding – How are providers/practitioners able to 

identify your device and related services? 
 

• Coverage – In what circumstances and under what 
conditions will payors make payment? 
 

• Payment – How much will be paid and is the amount 
adequate to covers the costs and the return on 
investment? 
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Know the Differences between Coding, 
Coverage and Payment 



• To obtain coding, coverage and payment for drugs, 
devices and diagnostics, clinical evidence is often 
required.    
 

• Evidence is typically in the form of published, peer-
reviewed clinical studies on a relevant population in a 
leading publication, conducted in the US or other 
country with comparable health care system.   
 

• Keep in mind that while clinical evidence required for 
reimbursement may flow from your FDA studies, that 
may not be the case, as different standards apply 
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Clinical Evidence  



• In general, manufacturers may not promote medical 
devices for unapproved uses to physicians 
 

• Off-label promotion is considered “misbranding” or 
introduction of an unapproved product into commerce, 
in violation of FDA restrictions 
 

• Sanctions can range from misdemeanor “warning 
letters,” to substantial monetary penalties and 
damages, to criminal felony prosecution, depending on 
circumstances 
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Off-Label Promotion 



• For Clinical Practice Guidelines – Providers, Payors 
 

• For Patient Adherence Apps – Providers, Payors, 
Patients 
 

• For Better Patient Health Apps – Patients 
 

• For Data Aggregators (i.e. IBM Watson) – Payors and 
Providers  
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mHealth / Digital Health Market Opportunities 
 



• Review benefit categories to identify applicable benefit 
category and also confirm no program policy  
impediments to reimbursement 
 

• Determine which setting(s) you expect your product to 
be available and more than one setting may apply  
 

• Prioritize settings based on applicable reimbursement 
methodology (revenue opportunity) and timing of legal 
and applicable legal requirements (including clinical 
evidence) to obtain coding, coverage and payment  
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Starting your Reimbursement Strategy - 
Medicare 



• Review Medicare precedent if any  
 

• Review coverage policies of major commercial payors 
(United, Cigna, Aetna, etc) to determine extent of 
current coverage 
 

• Assess requirements for coverage of new technologies 
 

• Prepare strategy and determine timeline for contact 
with payors. 
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Starting your reimbursement strategy – 
Commercial  



• Start as early as possible in developing your 
reimbursement strategy.  
 

• Your reimbursement strategy can impact the design 
and function of your device, the indication for your 
drug, the focus of your digital health / mHealth effort. 
 

• Do not assume because a competitor obtained 
coverage, coding and payment that you will do the 
same.  And do not assume because you have no 
competitor that you will automatically obtain 
reasonable coverage, coding and payment. 
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Tips for a Successful Reimbursement Strategy 



• Establish your priorities:  Is Medicare your first focus, 
or is it commercial payors?  
 

• Keep your priorities unless you have a significant 
reason to change course, as you may find yourself 
starting at the beginning again. 
 

• Work with those who have relevant reimbursement 
experience 
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Reimbursement Tips continued 



• Driven by ever-increasing costs to the US health care 
system, and increasing Medicare population (currently 
10,000 people in the US turn 65 every day) and growth 
of health care system overall as a result, US health 
care system is moving quickly from traditional fee-for-
service payments to quality and alternative payment 
models. 
 

• The age of innovation in health care reimbursement 
has arrived! 
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Future of US Health Care Is Different from the 
Past 
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The Trend is unmistakable  
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Categories of Value-Based Payment Models 
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Questions? 

Stuart S. Kurlander 
Latham & Watkins LLP 
stuart.kurlander@lw.com 
(202) 637-2169 
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