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Objectives
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Agenda
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The Basics of Reimbursement
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Overview of Medicare Coverage
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Definition of “Reasonable and Necessary”
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This definition is in CMS guidance only.

The Trump Administration attempted to codify this definition into regulation, but the Biden Administration withdrew the rule.



Who Makes Medicare Coverage Decisions?

• Determinations by CMS and its contractors

― National Coverage Determinations (NCDs)

― Local Coverage Determinations (LCDs)

― Individual Consideration
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Overview of NCDs
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Coverage with Evidence Development
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Evidence-based coverage paradigm that permits CMS to develop coverage policies for certain items and services that are 

likely to show health benefits to Medicare beneficiaries but for which the available evidence base is not yet sufficiently 

developed



NCD Process
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Components of a Formal NCD Request
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Components of a Formal NCD Request
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Overview of LCDs

13



LCD Process
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Components of a LCD Request
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NCD vs. LCD?
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The Future of MCIT…TCET?



Overview of Coding

18



Types of Codes

Type of Code Coding System Who Sets Code? Who Uses Code?

Diagnosis ICD-10-CM, Diagnoses, Vols. 1 

& 2

WHO and NCHS All Providers

Procedure or Service ICD-10-CM, Procedures, Vol. 3 WHO and CMS Hospital Inpatient

Procedure or Service CPT-4 AMA Physicians, Hospital Outpatient, 

Clinical Labs, etc.

Products and Certain Services HCPCS CMS Physicians, Hospital Outpatient, 

DMEPOS Suppliers, etc.

Drugs NDC FDA Pharmacies, etc.
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ICD-10-CM: International Classification of Diseases, 10th Edition, Clinical Modification

CPT-4: Current Procedural Terminology, 4th Edition

HCPCS: Healthcare Common Procedure Coding System

NDC: National Drug Code

WHO: World Health Organization

NCHS: National Center for Health Statistics at the Centers for Disease Control and Prevention

AMA: American Medical Association

DMEPOS: Durable medical equipment, prosthetics, orthotics and supplies



Overview of CPT Codes
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Process for Obtaining a CPT Code
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The deadline for applications for the 2023 CPT codeset has passed.  June 15, 2022 (for the September 2022 CPT Editorial Panel meeting) is the deadline for 

applications for the 2024 CPT codeset.

Category III codes are released on January 1 and July 1 and are effective six months later.



Criteria for Obtaining a Category I CPT Code
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CPT Application Literature Requirements

LEVELS OF EVIDENCE

Level Ia – Evidence obtained from systematic review of randomized controlled trials

Level Ib – Evidence obtained from an individual randomized controlled trial

Level IIa – Evidence obtained from systematic review of cohort studies

Level IIb – Evidence obtained from an individual cohort study

Level IIIa – Evidence obtained from systematic review of case control studies

Level IIIb – Evidence obtained from a case control study

Level IV – Evidence obtained from case series

Level V – Evidence obtained from expert opinion without explicit critical appraisal
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- Up to 5 published references must be listed

- At least 1 must report the procedure/service in a U.S. patient population, and at least 2 references must report different 

patient populations or have different authors (no overlapping patient populations or no overlapping authors

- For new technology (e.g., PMA device), at least one reference must have minimum Level of Evidence IIa

- For existing or non-contributory technology (e.g., 510(k) device), at least one reference must have minimum Level of 

Evidence IIIa/IIIb

- Different requirements for technology that is limited, specialized, or has humanitarian utilization 



Criteria for Obtaining a Category III CPT Code
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Key Components of a CPT Code Application
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Overview of HCPCS Codes
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Semi-Annual Process for HCPCS Codes for Devices
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The HCPCS process for drugs is quarterly, with no public meetings.



Criteria for Obtaining a Permanent HCPCS Code
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Overview of Medicare Payment
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Key Medicare Payment Systems
Site of Service Type of Payment Methodology Codes Claimed to Generate 

Payment Amount

New Technology Payment 

Program

Hospital Inpatient IPPS MS-DRG Bundle (per 

discharge) (Medicare Part A)

ICD-10 Diagnosis Codes, ICD-10 

Procedure Codes

New Technology Add-On 

Payment (NTAP)

Hospital Outpatient OPPS APC Package (per 

procedure) (Medicare Part B)

ICD-10 Diagnosis Codes, CPT 

Codes, HCPCS Codes

Pass-Through Status

New Technology APC

Physician Physician Fee Schedule (Medicare 

Part B)

ICD-10 Diagnosis Codes, CPT 

Codes, HCPCS Codes

DMEPOS DMEPOS Fee Schedule or 

Competitive Bidding (Medicare 

Part B)

ICD-10 Diagnosis Codes, HCPCS 

Codes

Clinical Laboratory Tests Clinical Laboratory Fee Schedule 

(Medicare Part B)

ICD-10 Diagnosis Codes, CPT 

Codes

ADLT
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IPPS: Inpatient Prospective Payment System

MS-DRG: Medicare Severity Diagnosis Related Group

OPPS: Outpatient Prospective Payment System

APC: Ambulatory Payment Classification

ADLT: Advanced Diagnostic Laboratory Test



Payments for New Technology
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Inpatient Add-On Payment (NTAP): Criteria
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“Substantially similar” means that (1) a product uses the same or a similar mechanism of action to achieve a therapeutic outcome; (2) a product is assigned to the same MS-DRG; and (3) the new use of the technology 

involves the treatment of the same or similar type of disease and the same or similar patient population.

The MS-DRG payment is inadequate for a new technology if the charges for cases involving the new technology exceed certain threshold amounts.

“Substantial clinical improvement” criterion is evaluated using a number of factors, including whether other treatments are available for the patient population, whether the device enables earlier diagnosis and treatment, 

and whether clinical outcomes are improved. 



Inpatient Add-On Payment (NTAP): Application
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Applications are evaluated through the IPPS 

annual rulemaking process.  For FY 2023, the 

application deadline was October 8, 2021.



Inpatient Add-On Payment (NTAP): Payment
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Outpatient Pass-Through Status: Criteria
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“Not insignificant” criterion requires a three-part test:  (1) the estimated average reasonable cost of devices in the category exceeds 25% of the applicable APC payment amount for the service associated with the 

category of devices; (2) the estimated average reasonable cost of the devices in the category exceeds the cost of the device-related portion of the APC payment amount for the service associated with the category of 

devices by at least 25%; and (3) the difference between the estimated average reasonable cost of the devices in the category and the portion of the APC payment amount determine to be associated with the device in 

the associated APC exceeds 10% of the total APC payment.

“Substantial clinical improvement” criterion is evaluated using a number of factors, including whether other treatments are available for the patient population, whether the device enables earlier diagnosis and treatment, 

and whether clinical outcomes are improved. 



Outpatient Pass-Through Status: Application
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Complete application 

submitted by first 

business date in:

Earliest effective date 

for pass-through 

status:

March July 1

June October 1

September January 1

December April 1

Applications are considered on a quarterly basis, 

but are then finalized or discontinued in the 

annual OPPS annual rulemaking process



Outpatient Pass-Through Status: Payment
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Outpatient New Technology APC: Criteria
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Outpatient New Technology APC: Application
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Complete application 

submitted by first 

business date in:

Earliest effective date 

for New Tech APC:

March July 1

June October 1

September January 1

December April 1

Applications are considered on a quarterly 

basis



Outpatient New Technology APC: Payment
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Payment for Clinical Lab Tests
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Rates Through CY2023 Based on:

Data Collection Period:  January – June 2016

Data Reporting Period:  January – May 2017

Rates in CY2024 Based on:

Data Collection Period: January – June 2019

Data Reporting Period:  January – March 2023



Advanced Diagnostic Laboratory Tests (ADLTs) 
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Payment for ADLTs
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CMS vs. FDA: Regulatory Expectations
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CMS vs. FDA: Decisions
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CMS vs. FDA: Information Considered
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CMS vs. FDA
CMS FDA

“reasonable and necessary” “reasonable assurance of safety and effectiveness”

CMS coverage determination (formal or informal) FDA-approved labeling

Focus on health benefits Focus on device function and clinical risk vs. benefits

Economic data is important Economic data is irrelevant

Superiority endpoint required Non-inferiority endpoint acceptable

Focus on Medicare beneficiaries Focus on intended population

Public processes Generally not public processes

Publishes proposed decisions Does not publish proposed decisions
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FDA-CMS Parallel Review Program
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FDA-CMS Parallel Review Program
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FDA Payer Communication Task Force
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Medicare Coverage of IDE Devices 
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FDA Categorization of Approved IDEs

New FDA-CMS Memorandum of Understanding effective June 2016 allows for change from Category A to Category B



2015 Changes to IDE Coverage Rules

• 42 C.F.R. §405.201 et seq.

• Two Major Changes:

― Process for making coverage decisions centralized at CMS (Coverage & Analysis Group)

― Standards used in making coverage decisions are 10 criteria applied to coverage decisions for (1) Category B 
devices, and (2) routine care items and services for both Category A and B devices

• Changes were effective January 1, 2015

― IDE studies approved by MACs prior to January 1, 2015 will continue to be administered by MACs

― MACs will continue to determine coverage of clinical trials for non-significant risk devices

52



Process for IDE Coverage
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Criteria for IDE Coverage
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Tips for New Product Development
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Tips for New Product Development
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Tips for New Product Development
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Tips for New Product Development
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Key Takeaway
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