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Faculty Disclosure

In compliance with ACCME Guidelines, | hereby declare:

| do not have financial or other relationships with the manufacturer(s)
of any commercial services(s) discussed in this educational activity.
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Training Program Manager
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Operations Manager

Society for Clinical Research Sites, Inc. is accredited as a provider of continuing nursing education by the
.. American Nurses Credentialing Center’s Commission on Accreditation. Earn up to 14 CEUs, Nursing CEUs
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Overall Coverage Analysis Goal

Determine if the study sponsor or insurance will pay for
each item or service required by the study. If the
insurance pays for an item or service, then justification
should be provided.
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RRRRRRRRRRRR - How do you know if a CA is required?

* No rules/regulations on when a coverage analysis is
required

e Institutions can make decisions based on risk
tolerance and study portfolio

e Generally, a CA should be performed any time items
are potentially billable to insurance
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Background
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e 1994: Medicare coverage for investigational devices

e 2000: Medicare Clinical Trial Policy (NCD 310.1) introduced

e 2005: Settlements for Rush University of Alabama Birmingham, Weill
Cornell Medical Center (S1M-54.3M)

e 2007: Updates to the Clinical Trial Policy

e 2010: Settlement for Tenet Healthcare System-Norris Cancer Center
($2.9M)

e 2011: HHS begins initiatives to address clinical trial billing inconsistencies

e 2013: Emory University Settlement ($1.5M)
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Determines if
Items/Services are Comprehensive Analysis
Financial Responsibility of Clinical Trial

of the Patient or Documents
Sponsor

Basis of Research Billing
Compliance

Budget Building Tool
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Non-Covered

Greater Revenue ltems/Services Prevents Double
Potential Discovered Prior Billing
to Billing
Identifies Potential Le.ads to . Increased Trust of
: Compliant Claims
Coding Issues . Sponsors/CROs
Processing
Identify Used to Form
Discrepancies Helps Determine Institutional
Between ICF, Study Feasibility Clinical Trial Billing
Budget, Protocol Policies
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resaer sart Consequences of Non-Compliant Billing

* Fines

* Loss of government funding

* Criminal penalties

* Reputational harm

* Costs associated with investigation

* Costs associated with corrective action plan
* Increased government scrutiny
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The Rules Part 1:
NCD 310.1

S 4 e W—

#SCRS16 HMOEHOUSE YY(SCRS 2zt (2

Society for Clinical Research Sites




sie sotons summit Vl@dicare’s Clinical Trial Policy (NCD 310.1)

RRRRRRRRRRRRRRRRRRRR

* Defines what it means to be a “qualifying clinical trial”

* Describes what Medicare will and will not cover
within a qualifying clinical trial

* Non-device studies only
e Link: CMS.gov
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Step 1:
Determine if the trial qualifies
for Medicare coverage
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RRRRRRRRRRRR st Qualifying Status Requirements

1. The investigational item must fall under a Medicare
benefit category (Drugs and Biologicals, Transplant
Services, Inpatient Hospital Services, etc.).

2. The trial must have therapeutic intent.
3. The trial must enroll patients with a diagnhosed disease.

The study must be deemed (have an IND, cooperative
group, government funded, etc.).

https://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=1&ncdver=2&NCAId=186&IsPopup=y&bc=AAAAAAAAAZAAAA%3D%3D&
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0 Sl Categories

The subject or purpose of the trial must be the evaluation of an
item or service that falls within a Medicare Benefit Category

Examples include:

Drugs and Biologicals
Durable Medical Equipment
Oral Anticancer Drugs
Inpatient Hospital Services
Medical Devices and
Prosthetics

https://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=1&ncdver=2&NCAId=186&IsPopup=y&bc=AAAAAAAAAZAAAA%3D%3D&
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/8 Diagnosed Disease

eTherapeutic Intent
* The trial must test efficacy and not just safety
 Combined Phase 1/2 studies are a unique challenge
eDiagnosed Disease
* Trial must enroll patients with diagnosed disease, not
just healthy volunteers
e Study may have healthy control arm as long as there is
a corresponding arm that is diagnosed with disease

https://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=1&ncdver=2&NCAId=186&IsPopup=y&bc=AAAAAAAAAZAAAA%3D%3D&
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The principle purpose of the trial is to test whether the intervention potentially improves the
participants’ health outcomes

The trial is well-supported by available scientific and medical information or it is intended to
clarify or establish the health outcomes of interventions already common in clinical use

The trial does not duplicate existing studies

The trial design is appropriate to answer the research question being asked in the trial

The trial is sponsored by a credible organization or individual capable of executing the
proposed trial successfully

The trial is in compliance with Federal regulations relating to the protection of human subjects

NOO U pAWN R

All aspects of the trial are conducted according to the appropriate standards of scientific
integrity

https://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=1&ncdver=2&NCAId=186&IsPopup=y&bc=AAAAAAAAAZAAAA%3D%3D&

R MOTHOUSE N(SCRS 115, (5




e “ Qualifying Status — Deemed Status

Trials that are automatically deemed to meet the seven
characteristics are:

* Funded by NIH, CDC, AHRQ, HCFA (CMS), DOD, and VA

e Supported by centers or cooperative groups that are funded by the NIH,
CDC, AHRQ, HCFA, DOD, and VA

* Conducted under an investigational new drug application (IND) reviewed by
the FDA

e Drug trials that are exempt from having an IND under 21 CFR 312.2 (b)(1)

https://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=1&ncdver=2&NCAId=186&IsPopup=y&bc=AAAAAAAAAZAAAA%3D%3D&
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Examples: Qualifying Status
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Part 2:
What does Medicare cover and
not cover within a clinical trial?
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Items provided absent a clinical trial (conventional

1 care)

ltems or services required for the provision of the
Z investigational item or service (IV admin of an
investigational drug)

3 ltems and services that are reasonable and
necessary care for the diagnosis and treatment of
complications
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ssssssssssssssssssss ltems Not Covered by Medicare

* The investigational item itself (unless covered absent a trial)
* [tems used only for data collection
* [tems or services provided by the sponsor free of charge

* ltems or services limited by other National or Local Coverage
Determinations (NCDs/LCDs)

* [tems performed for screening purposes (absent signs and
symptoms)
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Device Rules:
Medicare Benefit Policy
Manual Chapter 14
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* Investigational device must fall under FDA category
potentially covered by Medicare

* Some types may require CMS approval or local
contractor approval

* Do not use the four steps from NCD 310.1
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Device Types Potentially Covered by
Medicare

FDA Approved : . Institutional
Devices Cleared Humanitarian )
Through the FDA-Approved Review Board
Pre-Market

IDE Category B Device (IRB)-Approved
Approval (PMA)

Through the ) Exemption o
510(k) Process Devices (HDE) Non-Significant
Process Risk Devices

by the FDA
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Medicare Benefit Policy Manual Chapter 14 (not NCD
310.1)

Supports coverage for certain investigational devices
and services incident to the device under conditions

National and local coverage determinations (and any
other rules/regulations) still apply

May require Medicare Administrative Contractor
Approval

Medicare coverage ceases if device loses FDA status
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/A (IDE) — Category A and Category B

» Significant Risk Devices
* Generally, implanted in the body
* Only distributed through research studies
* Require labeling, monitoring, and reporting
* Study sponsor is responsible for FDA submission (could be Pl in
1T)
* Medicare will cover routine costs associated with Category A and
Category B devices
* Medicare will cover the Category B device itself, but not the Category
A device

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/InvestigationalDeviceExemptionIDE/ucm046164.htm
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Must be at least as safe
and effective as the
legally marketed device

Similar/Equivalent

Medicare may cover
the device and routine
costs

Legally Marketed
Device Must Exit

Indications/limitations
for Medicare coverage
may be found in
NCDs/LCDs
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Used for riskiest
devices (Class llI-

support or sustain
life)

Most stringent Must submit data
level of FDA device from previous
review studies

Medicare may
cover PMA devices-

need to review
NCDs/LCDs

Classification
allows device to be
marketed
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YA significant risk)

Sponsor makes initial determination
and then IRB confirms or rejects
decision

Non-significant
risk devices

that do not
require FDA
approval

Medicare contractors make coverage
decision (use IDE criteria)
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ez Humanitarian Device Exemptions

* |Intended to benefit patients with disease (or orphan subset of a
disease) that affects fewer than 4,000 Americans per year

e Sponsor submits Humanitarian Use Exemption (HDE) to FDA for
review (similar to PMA)

* Medicare does not have rules for HUDs

* Local contractors may have rules
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The Rules Continued:
All Other Medicare Rules
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* Medicare Benefit Policy Manual

e Common Chapters:
e Chapter 1 (inpatient services)
* Chapter 15, Section 50 (drug coverage)

* Medicare Claims Processing Manual

* Common Chapters:

* Chapter 4 (drug administration)
* Chapter 32 (device information)

* National and Local Coverage Determinations
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N il What are NCDs and LCDs?

NCD LCD
e National Coverage e Local Coverage
Determination Determination
e Released by CMS e Released by
e Apply nationwide Medicare Contractors
and to US territories e Apply to contractor’s
region only
e Cannot contradict
NCDs

* Both standardize Medicare coverage for certain tests/procedures
* Apply to Medicare Part A and Part B
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* Purpose-prevent double billing

* Have to follow the rules:
* NCD 310.1
* Medicare Benefit Policy Manual Chapter 14
e All other Medicare rules
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