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Reimbursement Trumps Regulatory as the No. 1 

Concern for Medtech*

• At the IBF Medtech Investing Conference in Minneapolis (May 

2014) audience members unanimously chose reimbursement 

as their biggest concern, ahead of raising capital and FDA, in 

an impromptu live poll

• “I think we have to engage payers earlier,” said Michael Liang, 

partner at Baird Capital, a private equity and venture capital 

firm. “We ask companies to complete their clinical studies in 

conjunction with reimbursement studies”

• If you don’t have a Reimbursement Strategy, you don’t have a 

business plan

* Posted in Medical Device Business May 21, 2014

http://medtechconference.com/
http://www.mddionline.com/medical-device-business
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Reimbursement Fundamentals

1. Coding – Is there a HCPCS (Healthcare Common Procedure 

Coding System) code that describes your device or the manner 

in which physicians will use it?

2. Payment – Will physicians and hospitals be paid enough to                                                     

encourage product adoption without being too expensive                                 

thereby discouraging government and                                 

private insurance coverage?

3. Coverage – Do Medicare and most private 

insurers cover the procedures your devices 

permit and if so, under what clinical 

circumstances?
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Reimbursement Fundamental #1:  Coding

Coding is the common language of 

health care providers and insurers
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CPT – Current Procedural Terminology

• Every physician service is described by a CPT code either by a unique 

code or by a code representing a common group of services

• The AMA controls issuance of CPT codes

– A panel of 23 people (mostly physicians) determines what                            

services or procedures get unique new codes

• The process is supported by medical societies  representing specialty 

groups of orthopedists, cardiologists, family practice physicians, 

urologists, etc.

• The process is only semi-transparent, largely subjective and physicians 

and payers take it very seriously

– CPT code examples:

• #27130 – Arthroplasty, femoral prosthetic replacement (“total hip”)

• #27280 – Arthrodesis, sacroiliac joint (including obtaining graft)

• #73721 – Magnetic Resonance Imaging (MRI) any joint, lower extremity
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Reimbursement Fundamental #2: Payment

There are different payment methodologies 

for:

•Inpatient Hospital Services

•Outpatient Hospital Services

•Ambulatory Surgery Centers

•Physicians

•DMEPOS
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Hospital Inpatient Payment Methodology

• DRGs (Diagnosis Related Groups) are the predominant method 

for paying for inpatient hospital services

– There are about 900 DRGs to which any medical or surgical 

admission will be assigned based on patient diagnoses, procedures 

and the predetermined resources it should require to care for the 

average patient

– Each DRG has a “weight” that is multiplied by a conversion factor to 

determine payment

– New Tech Pass Through Payment allows the cost of new tech to be 

paid at/near retail cost for a period of two years if it meets a cost 

threshold and achieves “substantial clinical improvement”

– Hospitals will adopt less expensive technologies wherever they can 

because their revenue is fixed
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Hospital Outpatient Payment Methodology

• APCs – Ambulatory Payment Classifications

– APCs work just like DRGs (inpatient services).  There are about 350 

APCs which are undifferentiated for Complications/Comorbidities as 

are DRGs

– Medicare processes all outpatient hospital claims using APCs; private 

payers often adopt their own hybrid methodologies

– Hospitals bill CPT codes which get mapped to one of the 350 APCs.  

Consequently, payment for therapeutic and diagnostic services are 

not highly differentiated

– A New Technology Add-On Payment is available for new technological 

devices that demonstrate “substantial clinical improvement” and 

whose costs are “not insignificant” to the APC payment.  These are 

high thresholds to achieve, however, and the Add-On Payment 

expires after 2 – 3 years



1111

Resource Based Relative Value System (RBRVS)

• Every CPT code is assigned a Relative Value Unit reflective of the 

physicians’

• Work Expense - the skill, time, and decision making required for the procedure

• Practice Expense - overhead costs for a specific procedure including tech costs

• Malpractice Expense - the liability risk posed by the procedure

The Relative Value Unit (RVU) is then multiplied by a Conversion Factor

RVUs       Conversion Factor     Allowance

CPT #27130: 42.7    x $35.9335*      = $1,534

CPT #27280: 30.92    x $35.9335*      = $1,111  

CPT #73721:  8.33    x $35.9335*      =   $   299

• RVUs are consistent among government and private payers

• Conversion Factors, consequently allowances, vary by payer
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Assessing the Value of Procedures: The “RUC”

• Relative Value Update Committee (RUC)

– A  panel of 20 physicians who debate the relative value of one 

procedure vs. all others

– Result of their work is establishment of RVUs which payers use as the 

basis for payment, though Medicare and private insurers can choose 

to institute their own RVUs if they disagree with the RUC decision

– RUC discussions are arduous, detailed and intense
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Reimbursement Fundamental #3: Coverage

Not all services that have

•a code and

•a payment allowance 

are covered
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Payer Attitudes Toward New Technology

"We can't be seduced by all of the wonderful technology 

toys and other stuff, because every good idea ain't good. 

At the end of the day, you have to ask yourself,

-does the technology work, 

-will it improve quality, 

-help manage costs,                                                              

-be good for the consumer, and 

-meet a real need? “ 

* Reed Tuckson, M.D., Executive VP and Chief of Medical Affairs, UnitedHealth Group, December 7, 2010 

LifeScience Alley Annual Meeting and Expo 
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Public and Private Health Insurers

• Medicare is the largest single payer

– Private insurers often, but not always, follow Medicare 

coverage decisions

– Medicare, Medicaid, TRICARE and VA (government payers) all 

pay less than private insurers for the same services

• There are about 1,100 private health plans

– Most private payers make their own coverage decisions

– They also have varying payment levels, but they pay more 

than government payers
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Medicare Part A/B Jurisdictions

There are 10 jurisdictions administered by 8 private contractors – all 

with their own medical policy staffs.
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DMEPOS Jurisdictions and Administrators
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Coverage Criteria Example: BCBSA Technology 

Evaluation Criteria

1. The technology must have final approval from the appropriate 

regulatory body

2. The scientific evidence must permit conclusions concerning the effect 

of the technology on health outcomes

3. The technology must improve the net health outcome

4. The technology must be as beneficial as any established alternatives

5. The improvement must be attainable outside the investigative setting
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Priority of Influencing Factors

1. Enhanced ability of payer to manage the 

utilization (i.e., frequency, place in service 

continuum, providers who would do the 

procedure)

2. Medical society guideline endorsement

3. Internal advocates 

4. Key Opinion Leader endorsement (local is 

sometimes better than national due to familiarity)

5. Lobbying by patient advocacy groups

6. Lobbying by local hospitals and physicians who 

support the service (and also want to recapture 

their capital investment)

7. Presence or absence of coverage by primary 

health plan competitors

8. Industry lobbying

New evidence             

is the single most 

critical factor
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Payers Have Different, Unpublished Criteria for 

Coverage

The bigger the payer, the more cautious they are about coverage 

because when you cover millions of people you can’t afford to 

make a mistake or reverse an uninformed medical policy.
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You Must Market to Payers

• Clinical Trials for Reimbursement – the design of clinical trials 

that show cost substitution, savings or “real world” experience

• Health Economic Analyses – Cost Effectiveness, Cost 

Minimization, Cost Substitution Studies

• Product (also referred to as a “Clinical”) Dossier to describe 

how your technology works, the patients who will benefit from it, 

its intended use, summary of clinical support, FDA clearance –

why payers should cover it

• Payer Relations Campaign – a strategy to use dossiers, 

published studies and payer relations experts to convince payers 

to cover your technology targeting markets in concert with your 

product Marketing/Sales plan.  It will stratify the payers of choice 

in the regions most likely to be successful
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The Reimbursement Pathway

• A Reimbursement Assessment is the first step in understanding 

how to monetize your technology.  It is an analysis of existing 

Coding, Coverage, and Payment issues that will affect your 

device.

• A Reimbursement Strategy follows.  It is the set of business  

decisions about how to navigate any business barriers uncovered 

as a result of the Assessment 

Think of an Assessment as the diagnosis and the Strategy as the 

treatment plan.

• Strategy (Plan) Execution may include 

– Application for new HCPCS codes

– Medicare and private insurance coverage campaign

– Negotiations for proper payment levels.
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