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Abstract

Medicare coverage policies of medical procedures can be promulgated at a
national level by the Centers of Medicare and Medicaid Services (CMS) as National
Coverage Determinations (NCDs) or at a local level by Medicare contractors as Local
Coverage Determinations (LCDs).

Although LCDs shouldn’t contradict NCDs, they can differ. In the present
study, I analyze some factors that could partially account for the differences
between NCDs and LCDs.

Using the Medicare Coverage Database from CMS, I searched for differences
between NCDs and LCDs in five benefit categories: inpatient hospital services,
durable medical devices, diagnostic laboratory tests, physician’s services and other
diagnostic tests.

There is a reasonable degree of homogeneity in coverage policies for
procedures for which an NCD has been issued: 82% are exactly the same. Most of
the differences took the form of exclusions from LCDs, but not from NCDs.

For each state, I computed the number of times that LCDs were issued and
the number of times that LCDs differed from NCDs and searched for possible linear
or exponential correlation models. The following factors were initially hypothesized
to account for these differences: number of Schools of Medicine, number of
physicians, GDP per capita by state, state ranking according to number of Level 1
and Level 2 Trauma Centers and the profile of MEDCAC members.

At a national level, | found no correlation between the number of LCDs issued
or the number of differences between LCDs and NCDs and any of these variables.
However, on a sub-analysis at a local level, in some regions I found a positive
correlation (r?>.94) between the following three variables: 1) number of Schools of
Medicine, 2) number of physicians, and 3) state ranking according to the number of
Level 1 and Level 2 Trauma Centers and the following two parameters: 1) the level
of LCD issuing activity, and 2) the number of times that LCDs differ from NCDs.



The correlations shown by the performed sub-analysis within regions may
imply that more LCDs are issued to restrict coverage when there is a local need to
control the excessive demand partially driven by the higher number of hospitals and
physicians that are active in pursuing their interests. The fact that these correlations
were shown only at a regional level may indicate that when local factors are
disregarded, the original hypothesized factors do influence LCD activity, however, at
a national level, other hypothetical local factors may have a greater influence on LCD
activity and policy discrepancies.

In order to have a better understanding of my results and the factors that
could account for the differences between NCDs and LCDs, I interviewed four
Contractor Medical Directors (CMDs). These interviews indicated that other factors
could account for these differences, including the following: a history of abuse and
fraud, contractor’s budgets, the CMD’s special interests and experience, data
analysis capabilities, the number of claims and the novelty of the procedure. The
impact of these variables on the differences between national and local coverage
policies can be an interesting topic for future research on the subject.
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I. Introduction

Reimbursement is often cited by healthcare entrepreneurs, investors
and managers as a key factor for the success or failure of adoption of medical
technologies. In terms of value creation, reimbursement is more important
for medical devices and diagnostics for which FDA approval usually
represents a lower risk than pharmaceuticals or biologics. Manufacturers of
medical technologies often report that Medicare is the most influential payer
not only in terms of market power but also in its influence on other payer’s
coverage policies. In the same way, positive coverage decisions by the largest
and most influential private payers can also influence decisions from other
private payers.

Research Objectives

In some cases, Medicare or its contractors issue coverage policies to
determine if a specific procedure or medical technology will receive
reimbursement and under which circumstances. These policies can be stated
at a national or at a local level.

National Coverage Determinations (NCDs) are policies developed by the
Centers for Medicare and Medicaid Services (CMS) to direct the nationwide
conditions for Medicare coverage for a specific item or service. The decision is
usually made at CMS Staff discretion based on benefit categories and
statutory exclusions previously defined by the Social Security Act and on an
- assessment of whether the service or item is reasonable and necessary. For
some services, CMS bases its decisions on Technology Assessments (TAs) or
on the judgment of the Medicare Evidence Development & Coverage Advisory
Committee (MEDCAC).

On the other hand, Local Coverage Determinations (LCDs) are coverage
policies developed by Medicare contractors to decide whether to cover a
particular service in their jurisdiction. They can be developed in the absence
of an NCD or as a supplement to an NCD as long as the LCD policy does not
conflict with national policy. The contractor makes the decision based on an
assessment of whether the service is reasonable or necessary. LCDs are more
specific administrative and educational tools to assist providers in submitting
correct claims for payment, including the acceptable billing codes, which
usually are not mentioned in NCDs because they are broader in scope. The
vast majority of coverage policies are developed by contractors locally.
Sometimes NCDs are released after various LCDs have been issued for the
same service by different contractors, indicating the necessity to regulate



coverage at a national level. This is the reason why there are more than five
thousand LCDs and only 314 NCDs currently in effect. LCDs are used as a way
to implement automated review for those circumstances under which
coverage for a service will always be denied. LCDs take significantly less time
than NCDs to develop (approximately 4 months vs 9-12 months), particularly
if NCDs require TAs or MEDCACs.

According to CMS, LCDs shouldn’t contradict NCDs, but in reality they present
some differences, although not strictly contradictions. The ultimate aim of
this research is to describe the factors that account for the differences
between local and national coverage determinations of medical procedures in
the US.

Significance, utility and implications of this research

The present thesis will be relevant for any person interested in the US health
care industry. It will help policy makers and payers understand the drivers of
coverage disparities between different US regions or states, to propose new
administrative or policy tools that improve their cost, effectiveness, quality,
uniformity and accessibility standards. It will help health technology
entrepreneurs, investors and managers by shedding light on the factors that
have to be taken into account in order to obtain more favorable
reimbursement. For the general population, this study will help to explain the
variables that account for the difference in coverage decisions and policies,
for insurance purchasing or other purposes.



Background
Medicare Coverage Decisions

With a 2010 budget of approximately $460 billion and serving nearly 46
million beneficiaries, the Centers for Medicare & Medicaid Services (CMS) are
a key player in the US health care system. CMS defines coverage, coding, and
payment processes and how they relate to each other. Payment for many new
medical technologies can be made under one of Medicare’s payment
methodologies without being preceded by an explicit coverage determination,
coding change, and/or payment decision by CMS. However, the Agency will
specifically evaluate issues involving coverage, coding, and/or payment with
respect to certain technologies. According to the CMS Innovator’s Guide to
Navigating Medicare (Version 2.0, 2010), the basic analytical framework that
CMS uses for each of these issues is as follows:

1) Coverage

Medicare’s authority to cover or exclude certain items or services is
governed by the Social Security Act (the Act) and implementing regulations.

Benefit Category - Does the new technology fall into at least one defined
benefit category or categories under the Act?

Statutory Exclusion — Does the new technology involve an item or

service that is specifically excluded by the Act?

Reasonable and Necessary - Is the new technology “reasonable and
necessary” for the diagnosis or treatment of illness or injury, or to improve
the functioning of a malformed body member?

2) Coding

Clinically Different - Are changes in coding needed to accommodate the
new technology? In most cases, new items and services are adequately
described in existing codes. However, some new technologies may warrant
differentiation through the creation of new codes.

3) Payment

Payment System - Which fee-for-service payment system(s) does the
new technology fit into (e.g., hospital inpatient prospective payment system,
physician fee schedule)?

Payment Amount - If the new technology warrants a new code, how
will the payment amount be determined?



Coverageii

Fiscal intermediaries and carriers are legal entities that have contracted with
CMS to process Medicare claims for Part A and Part B. In December 2003,
Congress passed the Medicare Prescription Drug, Improvement, and
Modernization Act (MMA) of 2003. Under section 911 of the MMA, Congress
requires that, between year 2005 and 2011, CMS replace the current fiscal
intermediary (FI) and carrier contracts with competitively procured
contracts that conform to the Federal Acquisition Regulation (FAR). New
contracting entities known as Medicare Administrative Contractors (MACs)
will merge Part A and Part B claims processing under a single authority. The
provisions contained under section 911 are collectively referred to as
Medicare Contracting Reform and its main purpose is to make Medicare’s
administrative structure more dynamic, competitive and performance-based.
Under the new structure, most beneficiaries will have their claims processed
by only one contractor, which will be required to develop an integrated and
consistent approach to medical coverage across its service area. The full fee-
for-service (FFS) program functional environment vision includes functional
contractors working with the MACs. The major business functions of the
MACs are: claims processing, beneficiary and provider customer service,
appeals, provider education, financial management, provider enrollment,
reimbursement, payment safeguards and information systems security. They
will serve as the providers’ primary point-of-contact for enrollment, training
on Medicare coverage and billing requirements, and the receipt, processing,
and payment of Medicare FFS claims within their respective jurisdictions.

The new contracting reform created new jurisdictions to be administered by
the MACs, which were assigned to balance the allocation of workloads (the
number of fee-for-service beneficiaries and providers) and promote
competitionii, CMS has awarded 19 MACs through a competitive bidding
process during the initial implementation phase. These include 15 A/B MACs
servicing the majority of all types of providers (both Part A and Part B), and
four specialty MACs servicing durable medical equipment suppliers.

The fifteen jurisdictions and its A/B contractors areti:

* Jurisdiction 1 (J1) - American Samoa, California, Guam, Hawaii,
Nevada, Northern Mariana Islands- Awarded to Palmetto GBA

* Jurisdiction 2 (J2) - Alaska, Idaho, Oregon, Washington Awarded
to National Heritage Insurance Company

* Jurisdiction 3 (J3) - Arizona, Montana, North Dakota, South
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Dakota, Utah, Wyoming- Awarded to Noridian Administrative
Services -

Jurisdiction 4 (J4) - Colorado, New Mexico, Oklahoma, Texas-
Awarded to Trailblazers Health Enterprises

Jurisdiction 5 (J5) - lowa, Kansas, Missouri, Nebraska- Awarded
to Wisconsin Physician Services Health Insurance Corporation
Jurisdiction 6 (J6) - Illinois, Minnesota, Wisconsin. Awarded to
Noridian Administrative Services, LLC

Jurisdiction 7 (J7) - Arkansas, Louisiana, Mississippi. Awarded to
Pinnacle Business Solutions Inc.

Jurisdiction 8 (J8) - Indiana, Michigan. Awarded to National
Government Services, Inc. On January 26, 2009, a protest against
the award was filed. CMS is undertaking corrective action on the
award. The legacy fiscal intermediaries and carriers will
continue to service the providers in those workloads until
further notice.

Jurisdiction 9 (J9) - Florida, Puerto Rico, United States Virgin
Islands. Awarded to First Coast Service Options, Inc.

Jurisdiction 10 (J10) - Alabama, Georgia, Tennessee. Awarded to
Cahaba Government Benefit Administrators, LLC (Cahaba GBA)
Jurisdiction 11 (J11) - North Carolina, South Carolina, Virginia,
West Virginia Awarded to Palmetto Government Benefits
Administrator, LLC (Palmetto GBA). On June 1, 2010 CIGNA
Government Services filed a protest against the award. The
legacy fiscal intermediaries and carriers will continue to service
the providers until further notice.

Jurisdiction 12 (J12) - Delaware, District of Columbia, Maryland,
New Jersey, Pennsylvania -Awarded to Highmark Medicare
Services Inc.

Jurisdiction 13 (J13) - Connecticut, New York- Awarded to
National Government Services

Jurisdiction 14 (J14) - Maine, Massachusetts, New Hampshire-
Awarded to National Heritage Insurance Corporation (NHIC)
Jurisdiction 15 (J15) - Kentucky, Ohio. Awarded to Highmark
Medicare Services, Inc. (HMS). Two protests against the award
were filed. CMS is undertaking corrective action on the award.
The legacy fiscal intermediaries and carriers will continue to
service the providers in those jurisdictions until further notice.
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The four jurisdictions for Durable Medical Equipment (DME) Specialty MAC
carriers aretii;

* Jurisdiction A- Connecticut, Delaware, District of Columbia,
Maine, Maryland, Massachusetts, New Hampshire, New Jersey,
New York, Pennsylvania, Rhode Island, and Vermont. Awarded
to National Heritage Insurance Company

* Jurisdiction B- Illinois, Indiana, Kentucky, Michigan, Minnesota,
Ohio, and Wisconsin. Awarded to AdminaStar Federal

* Jurisdiction C- Alabama, Arkansas, Colorado, Florida, Georgia,

 Louisiana, Mississippi, New Mexico, North Carolina, Oklahoma,
Puerto Rico, South Carolina, Tennessee, Texas, U.S. Virgin
Islands, Virginia, and West Virginia. Awarded to CIGNA
Government Services

* Jurisdiction D- Alaska, American Samoa, Arizona, California,
Guam, Hawaii, Idaho, Iowa, Kansas, Missouri, Montana,
Nebraska, Nevada, North Dakota, Northern Mariana Islands,
Oregon, South Dakota, Utah, Washington, and Wyoming.
Awarded to Noridian Administrative Services

CMS and its administrative contractors, have the authority to develop
coverage determinations for particular items or services or to decide claims
on a case-by-case basis. Most coverage policies are developed at a local level
by contractors, but sometimes CMS may choose to develop a national
coverage policy to ensure that similar claims will be adjudicated under
uniform criteria. Coverage policies are more likely to be developed when the
item or service produces significant clinical consequences for beneficiaries,
when the medical community is divided about the merits of an item or service
for a particular population, or when the item or service has a significant
impact on the Medicare program..

A Medicare administrative contractor develops Local Coverage
Determinations (LCDs) that apply only within their jurisdictions.
Administrative Law Judges (AL]Js) consider LCDs but are not bound to follow
them. CMS makes National Coverage Determinations (NCDs) that are binding
policies for all fiscal intermediaries, carriers, MACs, Quality Improvement
Organizations (QIOs), Quality Independent Contractors (QICs), ALJs, and the
Medicare Appeals Council.
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Codingi

Currently, CMS uses the International Classification of Diseases, 9th Edition,
Clinical Modification (ICD-9-CM) and the Healthcare Common Procedure
Coding System (HCPCS) for processing Medicare claims. The updated
International Classification of Diseases, 10th Edition (ICD-10) is scheduled for
implementation on October 1, 2013. In contrast to coverage decisions,
changes to coding systems are made strictly at the national level. New
technologies are sometimes adequately described by existing codes. Under
the Health Insurance Portability and Accountability Act of 1996 (HIPAA),
contractors can no longer establish local codes, although new technologies
are sometimes accommodated by ‘not otherwise classified’ codes pending
determination of a new code assignment.

Paymenti

Payment levels for most of Medicare’s fee-for-service payment systems are
structured to gradually adjust to the use of a new technology, and in general
do not require major modifications. In the end, the relative use of a new
technology will be reflected in payments for the service using the technology.
However, in certain cases, payment adjustments for new technologies are
appropriate. Medicare’s inpatient and outpatient prospective payment
systems include provisions designed to provide an extra payment amount for
certain new technologies, based on whether the new technology represents a
substantial clinical improvement relative to existing technologies and meet
specific cost thresholds. However, under the outpatient prospective payment
system, a service may be assigned to a new technology Ambulatory Payment
Classification (APC) group and a new drug may receive “pass-through”
payment without demonstrating substantial clinical improvement.

Timing of Policy Decisionsi

Coverage, coding, and payment decisions are not necessarily made in any
particular order. Sometimes a new technology manufacturer secures a new
code before Medicare coverage, or applies for a new technology hospital
inpatient add-on payment before FDA has approved the device, anticipating
that FDA will grant approval before CMS makes its coverage decisions.
Timelines for Medicare coding, coverage and payment decisions may often
span a 12-month period. Local and national coverage decisions are made
under statutory timeframes, usually taking between 4 and 12 months. Coding
changes are commonly made on an annual basis, while some payment
changes may occur quarterly.

13



National Coverage Determination (NCD)i

NCDs are developed by CMS to describe the nationwide conditions for
Medicare coverage for a specific item or service. NCDs generally outline the
conditions for which an item or service is considered to be covered (or not
covered) under section 1862(a)(1) of the Social Security Act or other
applicable provisions of the Act. NCDs are issued as program instructions.
Once published in a CMS program instruction, an NCD is binding on all
Medicare Administrative Contractors (MACs), fiscal intermediaries, carriers,
Quality Improvement Organizations (QIOs), Qualified Independent
Contractors (QICs), Administrative Law Judges (ALJs), the Medicare Appeals
Council and Program Safeguard Contractors (PSCs). Medicare Advantage
(Part C) health plans are required to cover all items and services that are
offered under Part A and Part B, which comply with NCDs, while Medicare
Part D plans are excluded from the requirement of following NCDs.

NCD Processiv

The NCD process consists of three major steps: initiation, review, and
completion. A formal request for an NCD can be initiated either by an outside
party or internally by CMS staff. However, CMS formally initiates the NCD
process by “opening” the NCD. This is announced to the public by posting a
“tracking sheet” on the CMS coverage web site. After that, CMS reviews the
particular items and services to determine whether they meet the statutory
requirements.

Time frames required for the NCD process are statutory, as mandated by the
Medicare Modernization Act (MMA). The time frame does not begin until CMS
formally accepts an NCD request. When the volume of formal requests is
heavy, CMS may set priorities - reviewing applications for technologies likely
to have a greater impact on the Medicare program and its beneficiaries before
those with lesser impacts. Once a completed request is accepted, CMS notifies
the requester and posts a tracking sheet announcing the NCD review on the
CMS coverage website.

For NCD requests not requiring an external technology assessment (TA) or
Medicare Evidence Development & Coverage Advisory Committee (MEDCAC)
review, CMS must post a proposed decision no later than six months after the
date CMS accepts the completed formal request. For NCDs that require either
a TA or MEDCAC review, or both, the proposed decision must be posted no
later than nine months after the date CMS accepts the completed request.

14



Before the final decision is reached, CMS staff considers any public comments
that may be relevant to the policies. When an NCD currently exists, any
individual or entity may request CMS to reconsider any provision of that NCD.
The reconsideration request must contain additional medical or scientific
information that was not considered during the NCD process or arguments to
prove that the NCD misinterpreted the existing evidence. There is also a
process by which aggrieved parties may elect to challenge an existing NCD.

The NCD process and some factors that may influence it
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Technology Assessmentsi

Technology Assessments (TAs) are systematic reviews, conducted and
coordinated by CMS staff to review relevant evidence and inform a
determination if the item or service is reasonable and necessary. CMS usually
requests TAs when there is conflicting or complex medical and scientific
literature available, or when CMS believes an independent analysis of all
relevant literature will assist them determine whether an item or procedure
is reasonable and necessaryV. To minimize bias, systematic reviews
emphasize a comprehensive search of all potentially relevant medical and
scientific articles and use explicit, reproducible criteria in the selection of
articles for review. Primary research designs and study characteristics are
appraised in accordance with a hierarchy of medical evidence. Data are
summarized and the evidence is appraised to assess its validity (how credible
it is), clinical relevance (its applicability in real health care settings), and
weight (magnitude of effect). CMS staff generally performs TAs internally but
may contract with an external party to perform a TA.

Medicare Evidence Development & Coverage Advisory Committee (MEDCAC)'

For coverage topics that are highly controversial or have a major potential
impact (cost being an important factor) on the Medicare program or its
beneficiaries, CMS may draw on the expertise of the MEDCAC. The primary
role of the MEDCAC is to provide independent, expert advice to assist CMS in
making sound coverage decisions for the topic under review. The MEDCAC
reviews and evaluates medical literature and TAs, listens to testimony,
deliberates, and provides CMS with recommendations as to the strength of
the evidence reviewed.

The MEDCAC is composed of 100 experts in clinical and administrative
medicine, biologic and physical sciences, public health administration, patient
advocacy, health care data and information management and analysis, health
care economics and medical ethics. For each MEDCAC meeting, approximately
15 members are selected with knowledge specific to the topic in question.
These can be non-MEDCAC members who have relevant expertise to provide
additional input to panel members. The panel meets in a public forum
approximately 6 times a year to review medical evidence for the topic under
deliberation, listen to public testimony, and provide advice about the quality
of the evidence. '
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Medicare Payment Advisory Commission (MedPAC)"

The Medicare Payment Advisory Commission (MedPAC) is an independent
Congressional agency established by the Balanced Budget Act of 1997 (P.L..
105-33) to advise the US Congress on issues affecting the Medicare Program.
The Commission’s statutory mandate is quite broad: in addition to advising
the Congress on payments to private health plans participating in Medicare
and providers in Medicare’s traditional fee-for-service program, MedPAC is
also tasked with analyzing access to care, quality of care, and other issues
affecting Medicare.

The Commission has 17 members, who have diverse expertise in the
financing and delivery of health care services. Commissioners are appointed
to three-year terms (subject to renewal) by the Comptroller General and
serve part time. Appointments are staggered; the terms of five or six
Commissioners expire each year. The Commission is supported by an
executive director and a staff of analysts, who typically have backgrounds in
economics, health policy, public health or policy.

MedPAC meets publicly to discuss policy issues and formulate its
recommendations to the Congress. In the course of these meetings,
Commissioners consider the results of staff research, presentations by policy
experts, and comments from interested parties. Commission members and
staff also seek input on Medicare issues through frequent meetings with
individuals interested in the program, including staff from congressional
committees and CMS, health care researchers, health care providers, and
beneficiary advocates.

Two reports - issued in March and June each year - are the primary outlet for
Commission recommendations. In addition to these reports and others on
subjects requested by the Congress, MedPAC advises the Congress through
other avenues, including comments on reports and proposed regulations
issued by the Secretary of the Department of Health and Human Services,
testimony, and briefings for congressional staff.

Currently, MedPAC is only an advisory Commission with no formal power to
make decisions. However, a 2009 bill introduced by Senator Jay Rockefeller
and endorsed by the Obama administration, proposes moving decisions from
Congress to MedPAC, turning it into an executive agency. The bill has caused a
lot of controversy, because, among other things, it would cease the influence
that industry, hospitals and physicians play in policy making through
lobbying with members of Congress.

17



NCD Implementation?

The NCD is the formal instruction to the Medicare claims processing
contractors regarding how to process claims (e.g., when to pay, when not to
pay, pay only when certain clinical conditions are met). Appropriate payment
or other changes to accommodate the coverage decision are effective at the
time a final decision is posted to the CMS website. In some instances CMS
implements an NCD through the change management process and provides
detailed coding and billing instructions. The instructions specify appropriate
coding and detail how the NCD criteria are to be implemented in the claims
processing systems. Those instructions have a specific effective date dictating
when claims will be processed according to the new criteria. The contractors
implement the NCD within their own jurisdictions and may subsequently
develop LCDs or policy articles to supplement the NCD.

Coverage with Evidence Developmenti

Coverage with Evidence Development (CED) is a coverage decision made
through an NCD. These NCDs require additional data collection, such as data
collected in a clinical trial, as a condition of coverage. The purpose of CED is to
provide Medicare coverage for a particular item or service and to develop
evidence of its impact on the health of Medicare beneficiaries. Examples of
NCDs that require CED are Continuous Positive Airway Pressure Therapy for
- Obstructive Sleep Apnea and Positron Emission Tomography for Solid
Tumors and Myeloma.

Local Coverage Determination (LCD)vi

Section 522 of the Medicare, Medicaid, and SCHIP Benefits Improvement and
Protection Act of 2000 (BIPA) created and defined the term “local coverage
determination” (LCD) as a decision by a contractor whether to cover a
particular service on a contractor-wide basis. LCDs may be developed in the
absence of an NCD or as a supplement to an NCD as long as the LCD policy
does not conflict with national policy. Since Administrative Law Judges (ALJs)
are bound by NCDs but not LCDs, simply repeating an NCD as an LCD will
cause confusion as to the standing of the policy. Contractors are supposed to
apply NCDs when reviewing claims for services addressed by NCDs. The
contractor should ensure that all LCDs are consistent with all statutes,
rulings, regulations, and national coverage, payment, and coding policies.

- 18



LCDs specify the clinical circumstances under which a service is considered to
be reasonable and necessary. They are administrative and educational tools
which assist providers in submitting correct claims for payment and guide the
medical community and others within their jurisdictions. Contractors develop
LCDs by considering medical literature, the advice of local medical societies
-and medical consultants, public comments, and comments from the provider
community. Contractors educate the provider community on new or
significantly revised LCDs through such things as training sessions, speaking
at meetings or writing articles in the newsletters.

Medicare contractors previously developed Local Medical Review Policies
(LMRPs) as vehicles for local policy. In 2003, CMS instructed the contractors
to create LCDs and convert all LMRPs into LCDs. The difference between
LMRPs and LCDs is that LCDs consist of only “reasonable and necessary”
information, while LMRPs may also have contained benefit category and
statutory exclusion provisions. Therefore, CMS further instructed that all
other guidance from contractors should be published in a contractor article.

Codes describing what is covered and what is not covered can be part of the
LCD. This includes lists of HCPCs codes that spell out which services the LCD
applies to, lists of ICD-9-CM codes for which the service is covered, lists of
ICD-9 codes for which the service is not considered reasonable and necessary,
etc. These coding descriptions are only included if they are integral to the
discussion of medical necessity. However, coding guidelines are not elements
of LCDs and Medicare states that they should be deleted from the LCDs and
instead published in articles.

When a new or revised LCD is needed, contractors do the following:

* Contact the CMD facilitation contractor, other contractors, the local
carrier or intermediary, the Durable Medical Equipment Regional
Carrier (DMERC) (if applicable), the Medicare Coverage Database
or QIOs to inquire if a policy which addresses the issue in question
already exists;

* Adopt or adapt an existing LCD, if possible; or

* Develop a policy if no policy exists or an existing policy cannot be
adapted to the specific situation.

‘A contractor with LCD jurisdiction for two or more states is strongly
encouraged by CMS to develop uniform LCDs across all its jurisdictions. To
ensure that all LCDs remain accurate and up-to-date at all times, at least
annually, contractors review and revise LCDs based upon CMS NCDs,

19



coverage provisions in interpretive manuals, national payment policies and
national coding policies.

Contractors may review claims on either a prepayment or post-payment basis
regardless of whether an NCD, coverage provision in an interpretive manual,
or LCD exists for that service. However, automated denials can be made only
when a clear policy exists. The use of an LCD helps avoid situations in which
claims are paid or denied without a provider having a full understanding of
the basis for payment and denial. In this way, contractors develop LCDs when
they have identified a service that is never covered under -certain
circumstances and wish to establish automated review in the absence of an
NCD or coverage provision in an interpretive manual that supports
automated review.

Contractors have the option to develop LCDs when any of the following occur:
* A validated widespread problem demonstrates a significant risk
to the Medicare trust funds (identified or potentially high dollar
and/or high volume services). Multi-state contractors may
develop uniform LCDs across all its jurisdictions even if data
analysis indicates that the problem exists only in one state.

* An LCD is needed to assure beneficiary access to care.

* A contractor has assumed the LCD development workload of
another contractor and is undertaking an initiative to create
uniform LCDs across its multiple jurisdictions; or is a multi-state
contractor undertaking an initiative to create uniform LCDs
across its jurisdiction.

* Frequent denials are issued (following routine or complex
review) or frequent denials are anticipated.

According to CMS, LCDs are supposed to be clear, concise, properly formatted
and not restrict or conflict with NCDs or coverage provisions in interpretive
manuals. Coverage provisions in interpretive manuals are instructions that
are used to further define when and under what circumstances services may
be covered (or not covered). If an NCD or coverage provision in an
interpretive manual states that a given item 1is "covered for
diagnoses/conditions A, B and C," contractors are not supposed to use that as
a basis to develop LCDs to cover only "diagnoses/conditions A, B and C."
When an NCD or coverage provision in an interpretive manual does not
exclude coverage for other diagnoses/conditions, contractors usually allow
for individual consideration unless the LCD supports automatic denial for
some or all of those other diagnoses/conditions.
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In order to be covered under Medicare, a service shall be reasonable and
necessary. According to the CMS Manual System, contractors shall consider a
service to be reasonable and necessary if the contractor determines that the
service is: '
» Safe and effective;
* Not experimental or investigational (exception: routine costs of
qualifying clinical trial services with dates of service on or after
September 19, 2000 which meet the requirements of the Clinical
Trials NCD are considered reasonable and necessary); and
* Appropriate, including the duration and frequency that is
considered appropriate for the service, in terms of whether it is:
=  Furnished in accordance with accepted standards of
medical practice for the diagnosis or treatment of the
patient's condition or to improve the function of a
malformed body member;
» Furnished in a setting appropriate to the patient’s
medical needs and condition; or
» Ordered and furnished by qualified personnel;
= One that meets, but does not exceed, the patient's
medical need; and
= At least as beneficial as an existing and available
medically appropriate alternative.

LCDs are based on the strongest evidence available. The initial action in
gathering evidence to support LCDs has to be always a search of published
scientific literature for any available evidence pertaining to the item/service
in question. In order of preference, LCDs are based on:
* Published authoritative evidence derived from definitive
randomized clinical trials or other definitive studies, and
* General acceptance by the medical community (standard of
practice), as supported by sound medical evidence based on:
»  Scientific data or research studies published in peer-
reviewed medical journals;
= Consensus of expert medical opinion (i.e., recognized
authorities in the field); or
»  Medical opinion derived from consultations with medical
associations or other health care experts.

Contractors sometimes implement new Least Costly Alternative (LCA)
determinations through an LCD. "Least Costly Alternative” is a national policy
provision that is applied by contractors when determining payment for all
durable medical equipment (DME). Contractors have the discretion to apply
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this principle to payment for non-DME services as well. When strong clinical
justification exists, contractors may also develop LCDs that contain absolute
words such as "is never covered” or "is only covered for". When phrases with
absolute words are clearly stated in LCDs, contractors are not required to
make any exceptions or give individual consideration based on evidence.
Contractors create edits/parameters that are as specific and narrow as
possible to separate cases that can be automatically denied from those
requiring individual review.

Acceptance by individual health care providers, or even a limited group of
health care providers, normally does not indicate general acceptance by the
medical community. Testimonials indicating such limited acceptance, and
limited case studies distributed by sponsors with financial interest in the
outcome, are not sufficient evidence of general acceptance by the medical
community. LCDs that challenge the standard of practice in a community and
specify that an item is never ‘reasonable and necessary’, should be based on
sufficient evidence to convincingly refute evidence presented in support of
coverage. Less stringent evidence is needed when allowing for individual
consideration or when the used criterion is the least costly alternative.

The Medicare Prescription Drug, Improvement, and Modernization Act of
2003 (MMA), section 731, requires the Centers for Medicare & Medicaid
Services (CMS) to develop a plan to evaluate new LCDs to decide which local
decisions should be adopted nationally. CMS currently has policies in place
that address the MMA requirements to promote greater consistency among
LCDs, require Medicare contractors within an area to consult on new local
coverage policies, and to disseminate information on LCDs among Medicare
contractors.

When assessing whether an LCD topic should be referred to the 731 Advisory
Group for NCD consideration, contractors consider the following criteria:
* Netimpact on clinical health outcomes;
* Current and projected local utilization patterns outside of
perceived reasonable and necessary boundaries;
* Current and projected national utilization patterns outside of
perceived reasonable and necessary boundaries;
* Unitcost;
* Collateral costs;
* Associated quality and access to care issues including capacity of
health system to use technology safely; and
* Medicare payment error rate impact.
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The Carrier Advisory Committee (CAC)

Carriers usually establish one CAC per state. Where there is more than one
carrier in a state, the carriers jointly establish a CAC. If there is one carrier for
many states, each state has a full committee and the opportunity to discuss
draft LCDs and issues presented in their state. Carriers that develop identical
policies for their entire jurisdiction may sometimes establish a single CAC. A
contractor with LCD jurisdiction for two or more states is strongly
encouraged to develop uniform LCDs across all its jurisdictions.

The purpose of the CAC is to provide:

* A formal mechanism for physicians in the state to be informed of
and participate in the development of an LCD in an advisory
capacity;

* A mechanism to discuss and improve administrative policies
that are within carrier discretion; and

e A forum for information exchange between carriers and
physicians.

While the CAC reviews all draft LCDs, the final implementation decision about
LCDs rests with the Contractor Medical Director (CMD).

The CAC is to be composed of physicians, a beneficiary representative, and
representatives of other medical organizations. CAC members serve to
improve the relations and communication between Medicare and the
physician community. Specifically, they: '

* Disseminate proposed LCDs to colleagues in their respective
state and specialty societies to solicit comments;

» Disseminate information about the Medicare program obtained
at CAC meetings to their respective state and specialty societies;
and '

* Discuss inconsistent or conflicting policies.

Each specialty has one member and a designated alternate with approval of
committee co-chairs. Additional members sometimes attend when policies
that require their expertise are under discussion. The CAC is co-chaired by
the CMD and one physician selected by the committee. Co-chairs present all
proposed LCDs to the CAC for discussion. The CAC holds a minimum of 3
meetings a year, with no more than 4 months between meetings. Each
meeting should include a discussion and presentation of comparative
utilization data that has undergone preliminary analysis by the carrier and
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relates to discussion of the proposed LCD. Carriers solicit input from CAC
members to help explain or interpret the data and give advice on how
overutilization should be addressed. Sometimes the Committee uses data to
illustrate the extent of problem billing (e.g., average number of services per
100 patients) to help justify the need for a particular policy. Participation in
the CAC is considered a service to physician colleagues. Carriers do not
provide an honorarium or other forms of compensation to members.
Expenses are the responsibility of the individuals or the associations they

represent.
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Unlike the NCD time clock that begins with the acceptance of a formal request
to open an NCD, the time clock for an LCD begins with the initiation of a
minimum 45-day comment period following publication of a draft LCD.
During this time, comments on the draft LCD must be solicited from several
outside parties, including affected health professionals, other contractors,
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providers, and QIOs. In addition to the draft LCD comment period, contractors
provide open meetings for the purpose of discussing draft LCDs prior to
presenting the policy to the Contractor Advisory Committee (CAC). Once the
contractor has considered all the comments and developed the final LCD, it
must be published on Medicare’s coverage website. A minimum notice period
of 45 days is required prior to the effective date of implementation.

Principal differences between NCDs and LCDs

applicability

NCD LCD
Developed by CMS Contractors
Geographical Nation-wide Contractor-wide

Binding to

MACs, Fis, Carriers,

QIOs, QICs, Alls,

PSCs and Medicare
Appeals Council

MAC Jurisdiction

public?

Not binding to Medicare Part D plans AlJs
Process initiated Both Internally, by the
internally or externally MACs
Process open to the Yes Yes

Time to complete

9-12 months after
NCD is accepted,
statutory

45 days after draft
LCD is issued and 45
days of notice period
before it is effective.
Total process takes
about 4 months

Base of decision

CMS Staff Review and
sometimes TAs and
MEDCACs

Medical literature,
CMS, other -
contractors and CACs

Contains applicable
codes?

No

Yes

Conditions and
limitations

More general

More restrictive

Number of policies
currently in effect

publicated in CMS

website

314

More than 5'000
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Private payers coverage decisions

The private US health care system works mainly through employer-based
insurance contracted either through traditional indemnity insurance or
Managed Care Organizations (MCOs). Managed Care refers to a constellation
of networks, payment policies, utilization review and other functions
wrapped around the traditional insurance function whose goal is to
rationalize the care received and reduce its cost. Managed Care Organizations
include:

* Health Maintenance Organizations (HMOs), which manage
health plans with a closed network of physicians outside of
which care is not reimbursed.

* Point of Service (POS) health plans, which is the same as an HMO
but with the option to go out of network with substantial
additional coverage.

* Preferred Provider Organizations (PPOs), which manage health
plans that contract with a network of “preferred” physicians but
also offers reduced coverage outside of that network.

Most of the private health in the US is provided by MCOs either directly or
because insurers subcontract their services with an MCO. There are hundreds
of Managed Care Organizations in the United States and each has different
structures and procedures for making coverage decisions. For a technology to
be eligible for reimbursement by a Managed Care Organization, usually the
technology must not be excluded by the language of the health insurance
contract between the MCO and insurers, who are the payers at the end. This
generally means that the technology must contribute to provision of one of
the broad categories of services specified as being covered (hospital services,
physician office visits, durable medical equipment), must be “medically
necessary” under the particular circumstances of the case, and must not be
“experimental” or “investigational”. In addition, many contracts exclude or
limit coverage for various more-or-less specific services. The contractual
framework is typically determined through negotiations between purchasers
(employers) and MCOs. Within this framework, MCO personnel, such as a
medical director and utilization review staff, interpret contracts to make
decisions about coverage and payment for emerging technologiesvii,

Sometimes an MCO undertakes a formal process to determine whether a
technology should be covered under any circumstance. Such decisions can
require judgments about whether the technology pertains to a covered
benefit or is investigational, or about the conditions under which its use is
safe and effective. Many of these issues can be informed by a Technology
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Assessment (TA), which is a somewhat structured effort to judge the clinical
- effectiveness and sometimes the cost-effectiveness of medical technologies,
similar to Medicare TAs. It usually involves critical evaluation and synthesis
of evidence available from clinical studies and other systematic evidence;
often, expert opinion is incorporated. On top of peer-reviewed journals, local
academics and physicians leaders, MCOs often obtain assessments from
public and private organizations like the Health Care Financing
 Administration (HCFA), the Agency of Healthcare Research and Quality
(AHRQ), the National Institutes of Health (NIH), the Emergency Care Research
Institute (ECRI), Hayes Inc. and the Blue Cross, Blue Shield Technology
Institute for Health Care Managemeént Research and Educational Foundation.
If medical directors, committees, or other staff determines that a technology
is covered, patient-selection criteria are often developed. These criteria
specify the circumstances under which use of the technology is viewed as
medically necessary. On medical necessity determinations sometimes it is
difficult to distinguish between medical factors such as mortality, and non-
medical factors, like quality of life and conveniencevi.,

Formal TAs are typically performed by large payers, which usually have
several affiliated health plans operating in various locations; however, a
positive coverage decision by one of these large MCOs does not guarantee
coverage by its affiliated plans. Formal coverage decisions may not be crucial
to how extensively a new technology is used. Sometimes new technologies
are reimbursed without MCO personnel even being aware of that fact, usually
because it is being used by a plan’s providers and billed under a pre-existing
Current Procedural Terminology (CPT) code, so that the bill is paid without
anyone within the MCO being aware that a new technology is involvedi,

A positive decision on coverage does not mean that every enrollee has access
to the procedure; MCOs have processes for determining whether the
procedure is medically necessary in particular cases. These processes are
performed at a local level, even if coverage decisions are made nationally.
MCOs that provide care through contracts with capitated medical groups may
delegate medical-necessity decisions to them. This is because capitated
medical groups bear the financial risk by accepting a flat fee to provide
covered benefits to a specific group of individualsvi.

MCOs generally lack systematic surveillance mechanisms for new
technologies. They tend to react to triggers such as physician and patient
demand, prior-authorization requests and claims submitted without a CPT
code. MCOs also base their coverage decisions on their competitor’s decisions.
When several of their physicians report receiving payment from one of their
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competitors, an MCO is likely to assess whether it should cover the procedure.
The importance of MCOs has grown in the last two decades due to concerns of
increased cost. MCOs have different degrees to which they -or their
providers- bear the financial risk for use of some procedures or medical
technologiesVi,

MCOs also consider nonmedical factors in making coverage decisions,
includingyvii:
* State insurance mandates and other state regulatory
requirements
* Publicity about and controversy surrounding a procedure or
medical device
* Demand for a technology among patients and physicians
* Potential for litigation

Denials of coverage can be difficult in cases of life-threatening illnesses in
which patients have the right to appeal for denial of coverage. Typically,
indemnity insurers are more willing to cover some procedures and in many
cases, they reimburse more generouslyvi.

28



II. Hypothesis

The hypothesis of the present research is that disparities between local and
national coverage policies are influenced in a statistically significant manner
at the state level by the following variables:

Number of Schools of Medicine;

Number of physicians;

Gross Domestic Product (GDP) per capita by state, which is the
state’s economic output divided by its number of inhabitants
(also called Gross State Product per capita);

State Ranking according to number of Level 1 and Level 2
Trauma Centers + Population density per square mile;

MEDCAC member’s characteristics.

We would expect the correlations to be as follows:

Negatively Correlated Variables:

Number of Schools of Medicine and number of physicians:
Because LCDs are usually more restrictive than NCDs, and don'’t
contradict them, an LCD tends to restrict physician'’s ability to use
new tools and therefore would be against their interests. The
more medical schools there are, the more active physicians there
would be to advocate for their interests, which would be
reflected in less discrepancies between LCDs and NCDs and less
LCD issuing activity.

GDP per capita per state. In a similar way, a higher GDP per
capita is expected to be correlated with a more inclusive
coverage policy, which would be reflected in less discrepancy
between LCDs and NCDs and less LCDs issued. The reasoning
here is that greater purchasing power usually leads to higher
consumption levels for health care services.

State Ranking according to number of Level 1 and Level 2
Trauma Centers, adjusted for population density. A better
ranking in number of Level 1 and Level 2 Trauma Centers (which
means a lower number in the ranking) is also expected to be
correlated with a more inclusive coverage policy (less
discrepancy between LCDs and NCDs and less issued LCDs),

"because more sophisticated Medical Centers have a wider

offering of health services and advocate for their reimbursement.
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Finally, for procedures that require a MEDCAC to make a decision, it is
expected that the MEDCAC composition will influence the number and
characteristics of issued LCDs, according to the MEDCAC’s member’s profile.

II1. Research methods
Data

The Centers for Medicare and Medicaid Services (CMS) have a
- Medicare Coverage Database accessible by the Internet at
http://www.cms.gov/mcd. Using the Advanced Search option, I found 314
matches for National Coverage Decisions (NCDs) that are currently in effect.
From those, I narrowed my search to all NCDs currently in effect in the
following benefit categories, which I think are the most important areas in
terms of market size for development of health technologies:

* Inpatient Hospital Services

* Durable Medical Devices

* Diagnostic Laboratory Tests

* Physician’s Services

* Diagnostic Tests (other)

The previous search narrowed the NCDs to 193 matches. On these matches, I
gathered the following information to assemble a database for this research
purposes:
- National Coverage Determination (NCD) section
- NCD title
- Implementation date
- National Decision (Covered=1 or Not Covered=0)
- National Coverage Limitations
- Technology Assessment (TA) (0=no TA to make decision, 1=TA)
- MEDCAC (0= no MEDCAC required, 1=MEDCAC required)
- Local Coverage Determination (LCD) number
- Contractor
- Contractor Type
- FI=Fiscal intermediary
- Carrier
- MAC Part A=Medicare Administrative Contractor Part A
- MAC Part B=Medicare Administrative Contractor Part B
- DME MAC= Durable Medical Equipment Medicare
Administrative Contractor
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- RHHI= Regional Home Health and Hospice Intermediary

- State where LCD is applicable

- Effective date of LCD

- Local Coverage Decision (0=Not covered, 1=Covered)

- Local Coverage limitations

- Difference of Coverage Limitations between NCD and LCD
(0=Different, 1= the same)

- Difference of Coverage Limitations between different states (0=at
least one state has a different policy, 1=all states have the same

~ policy)
- Base of Decision (Journals, CMS, specific sources, etc)

After the previous information was obtained (see Tables 1 to 5), I computed
for each state the number of times that LCD Coverage Limitations coincided
with their NCD counterparts, the number of times that they were different
and the total number of times that a state issued an LCD (see Table 6). For
this research purposes, different Coverage Limitations between LCDs and
NCDs means there is at least one different criterion for coverage.

As shown in Table 7, I collected the following data for each state from their
indicated sources:

- Number of Schools of Medicine, from the Association of American
Medical Colleges (AAMC)

- Number of physician’s, from the United States Department of Labor,
Occupational Employment Statistics, May 2009. It doesn’t include
self-employed doctors.

- Gross Domestic Product (GDP) per capita by state, from the US
Department of Commerce, Bureau of Economic Analysis, 2008

- Number of Level 1 and Level 2 Trauma Centers, from DataMasher
(www.datamasher.org)

- Population density per square mile, from DataMasher
(www.datamasher.org)

- Number of Level 1 and Level 2 Trauma Centers + Population density
per square mile, from DataMasher (www.datamasher.org)

- State Ranking according to Number of Level 1 and Level 2 Trauma
Centers + Population density per square mile, from DataMasher
(www.datamasher.org)

Once I assembled the database I used the Excel LINEST, LOGEST and
PEARSON functions to find possible linear or exponential correlation models
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and the Pearson product-moment correlation coefficient between various
pairs of variables for each State. The pairs of variables I analyzed were:
- Number of times an LCD differed from an NCD versus:
- Number of schools of medicine
- Number of physicians
- GDP per capita
- Ranking according to number of Level 1 and 2 Trauma Centers
adjusted for population density
- Number of times an LCD was the same as an NCD versus:
- Number of schools of medicine
- Number of physicians
- GDP per capita
- Ranking according to number of Level 1 and 2 Trauma Centers
adjusted for population density
- Total number of times an LCD was issued versus:
- Number of schools of medicine
- Number of physicians
- GDP per capita
- Ranking according to number of Level 1 and 2 Trauma Centers
adjusted for population density

I quantified the number of times an LCD was the same as an NCD because it is
not exactly the difference between the total LCDs and the number of times an
LCD differed from NCDs, since for some procedures the difference couldn’t be
determined due to lack of information. On the other hand, although the total
number of times an LCD was issued was expected to be highly correlated with
the number of times an LCD differed from an NCD, I measured its correlation
with the chosen variables separately because it may not always be the case.

To analyze the MEDCAC members characteristics, first I downloaded the
members list from the CMS website at
https://www.cms.gov/FACA/02 MedCAC.asp, under the archive “Roster”
(updated 05/05/2010). The list includes name, academic grades, occupation
and organization affiliation. I gathered the following information from various
Internet public sources:
- Specialty
- Age (In some cases, it was available at www.healthgrades.com or it
was approximated when the number of years since graduation was
provided) |
- State where the organization to which the member is affiliated is
located
- Sex
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From the MEDCAC database I obtained the Committee profile, according to
the members characteristics.

In order to test my conclusions further and to understand more the local and
national coverage determination processes and other possible factors that
influence them, I interviewed four Contractor Medical Directors (CMDs), who
are the key players in the LCD process. The interview questions and
responses can be found in Appendix A.

Limitations of the approach

The present research is focused on discrepancies between NCDs and LCDs. It
doesn’t analyze discrepancies between LCDs. As most of the currently issued
policies are LCDs, this research approach fails to assess most of the
discrepancies at the local level. However, with the Medicare contractor’s
consolidation taking place in the last seven years as part of the Medicare
Contracting Reform, national policies are gaining importance as means to
homogenize the current disparities in coverage. Analyzing discrepancies
between local policies, although an interesting exercise, would give a picture
of the past state of affairs of coverage policies, instead of the expected future
trends.

A second limitation of the present approach is its focus on Medicare coverage
policies. The other big player in coverage policies is the private insurance
sector. But due to the difficulty in collecting information from the private
sector, as well as the chosen limits for this research, the present research
study is limited in that regard to the public sector. However, because
Medicare coverage policies influence to a great extent coverage decisions of
private payers, the present approach is of great importance to understand the
system as a whole. Also, private payers are generally happy to rely on
Medicare coverage guidelines in developing their own.

Data limitations and challenges

The data necessary for this research were easily accessible from public
sources in the Internet, mainly from the CMS website. However, detecting the
differences between NCDs and LCDs coverage limitations posed a greater
challenge for assembling the database. It meant reading the different national
and local policies for 193 procedures, which was very time-consuming and
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required a lot of concentration and sometimes a subjective judgment to
decide if the difference was real or only in terms of the language used. If at
least one coverage criterion or condition was different or additional (usually
in the LCD), I defined it as different.

IV. Results

I analyzed a total of 193 procedures with NCDs currently in effect. From
these, 137 (71%) received a positive decision, while 56 (29%) denied
coverage. Only two procedures, Nesiritide for Treatment of Heart Failure
Patients and Lymphocyte Mitogen Response Assays, had a clear difference
between the NCD and LCDs. The first procedure was not covered under the
NCD while it was covered by the LCDs. For the Mitogen Response Assays the
difference in coverage policies was the opposite: covered according to the
NCD and not covered by the LCDs. For all other procedures the difference was
in the coverage policy and limitations. Usually, LCDs are more specific in their
criteria and have more limitations than NCDs. However, having different
policies and coverage limitations between NCDs and LCDs doesn't necessarily
mean they contradict each other.

From the 193 analyzed procedures, only 69 had issued LCDs, leaving the
majority of procedures (nearly two thirds) with a homogeneous coverage
policy dictated by the NCD. From the total LCDs issued for these 69
procedures, 51% differ in one way or another from the corresponding NCD,
while 46% of the LCDs were exactly the same as the NCD (for 3% of the LCDs,
the difference from the NCD couldn’t be assessed due to lack of information).
From the 193 procedures, only 10 required Technology Assessments and
only 12 required MEDCACs as support to make the decision.

The procedures that required Technology Assessments are:
- Acupuncture for fibromyalgia (not covered, no LCD)
- Acupuncture for osteoarthritis (not covered, no LCD)
- Vertebral Artery Surgery (covered, no LCD)
- Fecal Occult Blood Test (covered, LCDs different from NCD)
- Assessing Patient's Suitability for Electrical Nerve Stimulation
Therapy (covered, no LCD)
- Hyperbaric Oxygen Therapy (covered, LCDs different from NCD)
- Magnetic Resonance Spectroscopy (not covered, LCDs same as NCD)
- Ambulatory Blood Pressure Monitoring (covered, no LCD)
- Computed Tomography (covered, LCDs different from NCD)
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The procedures that required a MEDCAC are:

- Bariatric Surgery for Treatment of Morbid Obesity (covered, LCDs
different from NCD)

- Percutaneous Transluminal Angioplasty (PTA) (covered, LCDs
different from NCD)

- Stem Cell Transplantation (covered, LCDs different from NCD)

- Transmyocardial Revascularization (TMR) (covered, LCD same as
NCD) ‘

- Continuous Positive Airway Pressure (CPAP) Therapy for
Obstructive Sleep Apnea (OSA) (covered, LCDs different from NCD)

- Home Blood Glucose Monitors (covered, LCDs different from NCD)

- Noncontact Normothermic Wound Therapy (NNWT) (not covered,
LCD different from NCD)

- Electrical Stimulation (ES) and Electromagnetic Therapy for the

- Treatment of Wounds (covered, LCDs different from NCD)

- Ocular Photodynamic Therapy (OPT) (covered, LCD same as NCD)

- Ambulatory Blood Pressure Monitoring (covered, no LCD, also
required a TA)

- Positron Emission Tomography (FDG) for Oncologic Conditions
(covered, LCD same as NCD)

- Positron Emission Tomography (PET) Scans (under review)

The benefit category with most issued NCDs and LCDs is physician’s services,
while the benefit category with least issued NCDs and LCDs is laboratory
services.

As shown in Table 6, the states with most issued LCDs are (in descending
order): Virginia, West Virginia, Illinois, Wisconsin, Ohio, Michigan, Kentucky,
Indiana and Connecticut, mostly states from the East Coast and Great Lakes
region. The states with the least issued LCDs are (in ascending order): Idaho,
Alaska, Arizona, Oregon, Washington, Alabama, Georgia, Minnesota,
Mississippi, Tennessee, New Jersey, District of Columbia, Montana, North
Dakota, South Dakota, Utah and Wyoming.

The states with the higher number of differences between NCDs and LCDs are
(in descending order): Virginia, West Virginia, Ohio, Kentucky, Illinois,
Michigan, Kansas, Indiana, Connecticut and New York. The states with the
higher number of equal policies between NCDs and LCDs are (in descending
order): Virginia, Virgin Islands, Florida, Illinois, Michigan, North Carolina,
Wisconsin, West Virginia, Ohio, Kentucky, South Carolina, Indiana and
Connecticut.
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Most states that are very active in producing LCDs also have a high number of
both, policies that differ from NCDs and policies that are the same as NCDs.
Kansas and New York are average states with respect to producing LCDs but
they have high rates of discrepancies between NCDs and LCDs. On the other
hand, Florida, the Virgin Islands, North Carolina and South Carolina are also
average states with respect to LCD issuing activity but most of their local
policies are equal to NCDs.

I also analyzed whether there is a pattern of association between the previous
LCDs results and Medicare Part A and Part B contractors. As shown in table
11, I only found a possible link between the states with the least issued LCDs
and their respective contractors. From 17 states, six (Arizona, Montana, North
Dakota, South Dakota, Utah and Wyoming) receive administrative service for
Medicare Part A and Part B by Noridian Administrative Services, while four
states (Idaho, Alaska, Oregon and Washington) are serviced by the National
Heritage Insurance Company. However, these two contractors also service
other states that don’t have a low LCD activity. Based on this preliminary
analysis, LCD activity and discrepancies with NCDs don’t appear to be related
to the jurisdiction or contractor to which the states belongs, but further
research would be needed to study a possible link.

The linear and exponential correlation models between the various pairs of
variables that I analyzed for each state didn’t demonstrate any significant
relationship between any of these variables (see Table 8). For both the linear
and the exponential models, the coefficient of determination (r2), which is the
square of the correlation coefficient between the two variables, had a very
low value (less than 0.15), indicating a very poor description of the
correlation of the two variables with the models used. The Pearson product-
moment correlation coefficient is a measure of the strength of the linear
correlation between the two variables. It is obtained by dividing the
covariance of the two variables by the product of their standard deviations.
For all the pairs of variables analyzed, the Pearson product-moment
correlation coefficient had a very low value indicating a very weak correlation
between them.

Sub-analysis
To search further for possible correlation patterns, I narrowed my analysis to
representative states from three strategic geographical areas: the East Coast,

the Center and the West Coast. | performed the same statistical analysis for
the following states: Massachusetts, New York, Maryland, Georgia, Florida,
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Illinois, Missouri, Texas, California, Oregon and Washington. The states and
regions for the sub-analysis were chosen based on their relevance in terms of
number of patients and health care industrial and regulation activity. There
wasn’t any significant correlation between the same pair of variables for
these states (see Table 9).

To find possible disparities drivers between regions, [ divided the previous
states in their respective regions as follows:

East Coast:
Massachusetts
New York
Maryland
Georgia
Florida

Center:
llinois
Missouri
Texas

West Coast:
California
Oregon
Washington

I performed the same statistical analysis between regions, taking average
values for each region, to correct for the difference in the number of states
from each one (see Table 9). I found that the number of Medical Schools and
the state’s ranking according to the number of Level 1 and 2 Trauma Centers
(adjusted for population density) are positively correlated with the number
of LCDs that are different from NCDs, the number of LCDs that are the same as
NCDs and the total number of issued LCDs. As the number of Medical Schools
increases and the ranking is better (lower ranking number), the total number
of issued LCDs increases, including the ones that are different from NCDs and
the ones that are the same. These correlations are best explained by an
exponential model, with r2>0.94.

I also performed the same statistical analysis within each region, to see if
there were any significant correlations between the same variables when
comparing states of the same region (see table 9). In the East Coast, I didn’t
find any significant correlation. In the Central US, there was a correlation
between the state’s ranking according to the number of Level 1 and 2 Trauma
Centers (adjusted for population density) and the number of LCDs differ from
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NCDs and the total number of issued LCDs. The better the ranking (lower
ranking number), the greater the number of LCDs which differed from NCDs,
and the more LCDs were issued. These correlations were very well explained
by both linear and exponential models, with r2>0.95. Finally, in the West ,
Coast, I found that the number of Schools of Medicine and the number of
physicians are positively correlated with the number of LCDs that are
different from NCDs and the total number of issued LCDs. As the number of
Schools of Medicine and physicians increases, LCDs that are different from
NCDs and total issued NCDs also increase. Both correlations were very well
explained by linear and exponential models, with r2>0.99.

MEDCAC Members Analysis

The MEDCAC analysis shows the following characteristics of its current
members, shown in Table 10: '

Professional profile. 69% of the members hold Medical Doctor (MD) degrees,
20% have a PhD, 11% a Master of Science, 11% a Master of Public Health and
10% hold a Master of Business Administrations (MBA). There are only 4
Registered Nurses in the Committee and 3 members with a JD degree. With
the exception of one MD member that is a general practitioner, all the other
MDs are specialists. The main specialties are, in descending order:
- Internal medicine (12 members)
- Cardiology (7)
- Pathology (4)
- Anesthesiology, emergency medicine, orthopedic surgery, geriatrics,
surgery, neurology, ophthalmology, pharmacology, family medicine,
epidemiology, gastroenterology and immunology (3 members each).

The following specialties are not represented in the Committee:
- Obstetrics/Gynecology
- Intensive care medicine
- Oral/maxillofacial surgery
- Otolaryngology
- Dermatology
- Pediatrics
- Pulmonology
- Rheumatology

Although for each MEDCAC meeting 15 additional members (which can
be non-MEDCAC members) are selected with knowledge specific to the
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topic in question to provide additional input, the absence of permanent
members that represent very important specialties such as
obstetrics/gynecology, dermatology, pediatrics and pulmonology is
very notable. ' ’

Age profile. 1 could obtain or approximate the age for 1/3 of the members,
with an average age of 53 years.

Sex profile. 67% of members are men.

Geographical profile. The data shows the prominence of some states on which
most of the members work. In descending order, these are: Illinois,
Massachusetts, New York, California, Pennsylvania, Michigan, New Jersey,
Connecticut, ‘Florida, Washington, Ohio, Georgia, District of Columbia,
Maryland and Minnesota. The data shows most members are concentrated in
the East Coast and the Great Lakes area.

‘Academics vs non-academics. 78% of members are academics while 22% are
non-academics.

Academia versus industry. 59% of the members work in academic institutions,
while 41% work in industry.

Patient advocates and industry representatives. There are 6 members
representing patient advocate organizations and 6 members representing
industry, of which two are from Pfizer.

Contractor Medical Directors (CMDs) Interviews

The following is a summary of the main opinions shared by most of the CMDs
interviewed:

There is not a direct correlation between the time frames for issuing
NCDs and LCDs. Some LCDs are issued without any NCD preceding them and
later an NCD is issued for the procedure, after many LCDs have made clear the
necessity for an NCD. Sometimes NCDs are issued without any LCD previously
in place and LCDs come later to adapt it to the specific coverage
circumstances of the contractor. The main reason to issue an LCD after an
NCD is already in place is to specify the billing codes that apply according to
the contractor’s criteria. NCDs don’t specify billing codes, because CMS
doesn’t have the human and economic resources necessary to do it.
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Consistency between LCDs from different contractors is required only
for the four DME contractors (due to their limited number it is relatively easy
for them to agree on coverage policies). For other benefit categories,
consistency is harder to achieve. One CMD mentioned that the original idea of
CMS wasn't to achieve consistency between different contractors but to let
them adapt policies to the local standards of medical practice. But today, with
evidence-based medicine, there is no reason to have variation between
medical practice across states, so LCDs should be consistent across
contractors.

CMDs made very clear that LCDs shouldn’t contradict NCDs. However,
they recognize that LCDs present differences from NCDs, mainly in the form
of exclusions not specified in NCDs. These exclusions are specified through
billing codes applicable for LCDs. CMS intentionally leaves these exclusion
decisions open to the contractor’s discretion. These exclusions are supposed
to be adaptations of the NCD to local circumstances, like detected local
aberrant billing patterns and local standards of medical practice. Using the
exclusions specified in LCDs streamline the denial of claims, decreasing the
need for assessing claims one by one, which is more costly for contractors
than issuing an LCD.

The following were mentioned as drivers of LCD issuing activity:

* The necessity to automate legitimate denials

* A history of abuse and fraud for the procedure or in the
geographical area

* The CMD’s special interests according to his/her specialty

* Human and economic resources available to issue LCDs

* When there are new procedures, to make clear coverage
conditions

* Contractor’s philosophy towards coverage policies. Some
contractors prefer to leave coverage decisions in the hands of
physicians, while others have a different approach to coverage
decisions.

* How clear is the NCD. If it is sufficiently clear, contractors have
less need to issue an LCD.

* Perceived need for an LCD, which can depend on the population
density and the number of Trauma Centers, physicians and
Schools of Medicine.

* Ambition and experience of the CMD. More experienced CMDs
issue more LCDs

* Data analysis of medical necessity criteria based on:
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= Quality of care

= History of claim’s billing errors

= Billing abuse

= Historical problematic areas

= Comparison of utilization patterns between states

. The decision to issue an LCD rests in the CMD. Although the CAC has
only an advisory role, its composition and level of activity and expertise of its
members influence the LCD process. Usually, CAC members are proposed by
the local medical associations. CACs meet approximately every four months,
reviewing 6 to 8 LCDs in two hours, with approximately 30 physicians from
the specialties impacted by the particular LCDs discussed in each meeting.
Each LCD takes about 90 days to complete. According to one CMD, because
joining a CAC is not compensated or reimbursed, it requires time and often
money from the physicians, making it difficult to recruit opinion leaders. For
this and other reasons, CMDs without enough staff or efficient CACs often
copy other contractor’s LCDs. In the future most CMDs interviewed think
contractors will end up with one CAC per jurisdiction.

The CMDs prioritize LCDs to issue according to the following criteria:
* Data analysis of medical review;
* New technologies that might pose a risk to the Medicare funds;
* Procedures with perceived overutilization; '
* Procedures where there is concern for abuse;
* The number and type of claims received;
* Procedures that are expensive or very highly used;
* Procedures that have a significant clinical value or that pose a
significant medical risk.

Situations can arise where there are LCDs issued for some, but not all
states in a jurisdiction because some of the LCDs have been issued by
different contractors before Medicare Contracting Reform. But once
contractor consolidation takes place, contractors should issue LCDs for all
states in their jurisdiction.

Medicare Contracting Reform will cause more homogeneous policies
between states due to the decreasing number of contractors, but there will
still be differences between states belonging to different contractors. There
will no longer be differences between Medicare Part A and Part B policies
because they will be issued by the same contractor.
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When an LCD challenges the standard of practice, there is pressure
from the profession, industry and consumers to change it. If other contractors
cover the procedure, the pressure to change the LCD will be higher. This
political pressure can push the contractor to put the LCD on hold. However, if
the decision is based on clinical evidence from respected journals or expert
opinion, it will prevail.

The Least Costly Alternative (LCA) coverage criterion is not used
anymore even for DMEs due to a recent court decision (Hays vs. Sebelius) and
legal pressure from the medical device and pharmaceutical industries.

Most NCDs are not based on TAs or MEDCACs because they are costly
to CMS and because many NCDs are not issued for new technologies, which
are more prone to require TAs or MEDCACs. According to one CMD,
procedures that require medical devices (as opposed to drugs) are more
subject to NCDs where TAs or MEDCACs are used, since the FDA approval for
medical devices can be less stringent than that for drugs, and may assess the
safety of the device more than its clinical value. Thus, further clinical evidence
is needed to justify coverage, and this is usually based on TAs or MEDCACs.
This was confirmed by my analysis, which shows that of the 22 procedures
requiring TAs or MEDCACs, 14 involve medical devices.

A lot of policy activity is carried on at the local level because
contractors issue LCDs faster than CMS issues NCDs and because CMS doesn’t
have the resources to make all policy decisions. However, the level of
expertise and structure of the evaluation mechanism are lower at the local
level. One CMD mentioned that the medical device and pharmaceutical
industries prefer to convince local contractors of the benefits of their
technologies at the local level instead of CMS, because it is easier in terms of
the evidence required and time invested. Once a contractor issues a policy in
favor of the procedure, other contractors are pressured to do the same.
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V. Discussion of results

The present discussion of results is based on an analysis of 193 (61%)
procedures from 314 with NCDs currently in effect.

LCDs agree, with the exception of very few decisions (2 from 193}, with NCDs
in the ultimate question they are trying to address: is the procedure covered?
However, a more meticulous analysis reveals that approximately half (51%)
of LCDs differ from NCDs in the conditions, circumstances and specific criteria
that set the limits of that coverage decision. The main difference between
NCDs and LCDs is in the form of exclusions specified in LCDs through
applicable billing codes that are not specified in NCDs. CMS intentionally
leaves these exclusion decisions open to the contractor’s discretion to adapt
the NCDs to their local needs and because CMS doesn’t have the resources
and speed to manage all this policy activity. States that don’t issue LCDs have
to adhere to the respective NCD. 64% of procedures (124/193) that have an
NCD don’t have any LCD at all. According to CMDs, this could mean that most
NCDs are sufficiently clear and don’t require specific billing coding
information or that any of the other drivers of LCD issuing activity are usually
absent (aberrant billing patterns, new procedures, etc.). If we take into
account that from 193 procedures that have NCDs only 69 (36%) have at least
one LCD and that from these, 46% are exactly the same as their NCDs
counterparts (while 51% are different), only 18% (69/193 x 0.51) of
procedures have local policies that are to some extent different from the
national policies. This means there is a reasonable degree of homogeneity in
coverage policies (82%) across the United States for procedures for which an
NCD has been issued. However, most procedures have LCDs without an NCD
in place, in which case the differences in coverage policies depend on the
degree of variability between LCDs issued by different contractors.

Going through an NCD process is not necessarily bad from the perspective of
the medical technology advocates, since 71% of procedures received a
favorable national and local coverage decision. I expect this to be particularly
true when the NCD process is initiated by a company or individual with an
interest in a favorable coverage decision, since once they initiate the process
they are usually well prepared to present the evidence in favor of
reimbursement. However, future research is needed to find a possible
correlation between the identity of the initiator of an NCD process and its
outcome. This may be difficult, as gathering the information for such a
research is not available, to the best of my knowledge, from the CMS website.
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That the National Coverage Decision process is somehow not very structured
is demonstrated by the fact that from 193 procedures that underwent
coverage decisions, only 10 required a Technology Assessment and only 12
required a Medicare Evidence Development & Coverage Advisory Committee
(MEDCAC). According to CMDs this is mainly because CMS has budget
constraints and limits the use of TAs and MEDCACs to new technologies that
require clear national coverage guidance, most of which are medical devices
due to-the lack of clinical effectiveness information in FDA device trials. None
of the 12 procedures requiring an evaluation from the MEDCAC involved a
specialty not represented in the MEDCAC, which could mean one of two
things:  that the MEDCAC composition is adequate or that there aren’t
procedures from these specialties evaluated by the MEDCAC precisely
because they are not represented in it. From the 22 decisions involving TAs or
MEDCAC S, only 4 were not approved, which means that going through one of
these more structured processes is not necessarily bad for reimbursement
advocates. The reason for this might be that the basis for the evaluation is
clearer and known in advance, resulting in better preparation to present the
evidence from the parties interested in coverage. All other national decisions
were taken at the discretion of CMS authorities, many without information
disclosure of the criteria used to evaluate the clinical value of the procedure.
On the other hand, most LCDs mention the basis of their decision, which
usually are journals, CMS, external organizations or other carriers’ decisions.

The states with a higher number of issued LCDs are mainly located in the East
Coast and the Great Lakes areas. It is interesting to note that the majority of
MEDCAC members are also concentrated in these two regions, although, to
the best of my knowledge, they are not supposed to be involved with Local
Coverage Determinations, so this would be a coincidental finding. Apart from
the analyzed variables thought to be related to LCD issuing activity in the
present study, these states might share common characteristics that could
reveal other possible variables that explain a greater LCD issuing activity and
in some cases more coverage discrepancies. As was explained in the Results
section, on a preliminary analysis, I hypothesized that contractors may be one
of these variables. However, I didn’t find any indication of this. Future
research is needed to find possible predictors of LCD issuing activity based on
characteristics common to these states. One common characteristic shared by
these states is that they are home to many of the most influential medical
device, biotechnology and pharmaceutical companies. Some other possible
drivers mentioned by CMDs of such LCD issuing activity that could have local
variations and that merit further research, are:

* The necessity to automate legitimate denials

* Ahistory of abuse and fraud
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* CMD’s experience, ambition and interests

* Human and economic resources available to the contractor to
issue LCDs

* Contractor’s philosophy towards coverage policies

* Perceived need for an LCD

* Level of sophistication of data analysis of utilization patterns,
quality of care and billing errors

Kansas and New York are of particular interest due to their large number of
discrepancies between LCDs and NCDs not explained by greater LCD issuing
activity. Since most of these discrepancies are exclusions not mentioned in
NCDs, some possible factors that merit further research are: a history of
abuse and fraud, a greater perceived need for an LCD, the CMD profile and a
greater data analysis capability in these states. On the other hand, Florida,
the Virgin Islands, North Carolina and South Carolina have a greater rate of
LCDs equal to NCDs. The same variables, pointing in the opposite direction,
can be responsible for these differences. Further research is needed to find
possible drivers of these coverage discrepancies and similarities.

On a national level, the present study shows that discrepancies between NCDs
and LCDs coverage limitations are not explained by the hypothesized factors.
However, some sub-analysis results showed some possible correlations when
comparing the same variables between regions and between states from the
same region. As I mentioned in the Results section above, the analysis
between regions showed that as the number of Medical Schools increases and
the ranking of Level 1 and 2 Trauma Centers (adjusted for population
density) is better (lower ranking number), the total number of issued LCDs
increases, including those that differ from NCDs as well as those that are the
same. This is contrary to hypothesis, since having more issued LCDs is not
supposed to be in favor of physician’s and hospitals interests, if it is the case
that this excess LCD activity limits reimbursement for them. However, it could
be the case that this higher number of LCDs somehow favors physician’s and
hospital’s interests for these procedures.

In the statistical analysis within each region I found some interesting
correlations in the Central and West Coast regions, as mentioned in the
Results section. In the Central US I found that that with a better ranking of
Level 1 and 2 Trauma Centers (lower ranking number), more LCDs differed
from NCDs and more LCDs were issued. These results were unexpected
according to the initial hypothesis. Somehow hospital’s interests in this
region have generated a greater LCD activity. In the West Coast, I found that
the number of Schools of Medicine and the number of physicians are
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positively correlated with the number of LCDs that are different from NCDs
and the total number of issued LCDs. Again, this is the contrary of what was
initially expected: a lower policy discrepancy and a lower number of LCDs.

The correlations founded in the sub-analysis have to be taken with caution
and merit further research, since the number of states in the samples is too
small to arrive to a conclusion based on these data points.

Although few analyzed procedures have required MEDCACs, an analysis of its
membership profile can be important if decisions are supposed to be more
structured in the future with the Medicare Contracting Reform. The typical
MEDCAC member is a 53 years old male MD with a specialty doing research
on an academic Institution located in the East Coast or the Great Lakes area.
Beyond this stereotype, the general composition of the MEDCAC is
comprehensive with respect to the different points of view and areas of
expertise required to evaluate the clinical value of medical procedures,
including industry representatives, patient advocates and experts in health
- policy, health outcomes, epidemiology, biostatistics, pharmacology, nursing,
occupational, preventive and family medicine, public policy, law, psychology,
sociology and at least one representative of the most important medical
specialties, with the previously mentioned important exceptions. Although a
majority of members (59%) work in academic Institutions, there is an
important representation from the medical industry, private health systems
and health quality organizations. At the local level, on the other hand, CACs
fulfill only an advisory role and are not as influential as MEDCACs. CACs are
often composed of physicians who are not necessarily opinion leaders and
very often the evidence required to convince a CAC of the clinical value of a
procedure is lower than the evidence required to convince a MEDCAC.
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VI. Conclusions and recommendations

The following conclusions and recommendations can be drawn from the
previous analysis and discussion of results:

o The majority of procedures (64%) that have an NCD don’t have any
LCD at all. Further research is needed to determine the factors that
characterize the procedures for which LCDs are issued having an NCD
already in place. These could be any of the drivers of LCD issuing
activity discussed in the previous section.

o There is a reasonable degree of homogeneity in coverage policies (82%
are exactly the same) for procedures for which an NCD has been issued.
The degree of homogeneity or variability between LCDs from different
states is beyond the scope of this study and would be interesting to
explore in the future.

o The majority of differences between NCDs and LCDs come in the form
of conditions and diagnosis that are not excluded in the NCD, while
being excluded in the LCD, restricting coverage to certain CPT and
ICD-9 codes. CMS is clear that when an NCD mentions a covered
condition or diagnosis, it doesn’t mean they should be the only ones
covered, it leaves that decision to the discretion of the contractors
through the LCDs. Thus, although LCDs don’t openly contradict NCDs
(they never deny coverage for conditions specified in NCDs as covered,
except for the Mitogen Response Assays already mentioned), they use
the open space left by NCDs to restrict coverage according to their local
demands. According to CMDs, the reason why CMS leaves many
exclusion decisions open to contractor’s discretion is because it doesn’t
have the resources and speed to manage all this policy activity and
because CMS wants to let contractors adapt the NCDs to their local
needs. A future interesting research topic could be to explore whether
shifting this policy activity back to CMS, making exclusion decisions
and assigning billing codes directly in NCDs, could decrease coverage
policy variability, if this could be feasible from an operational and
administrative perspective and even if homogeneity in coverage
policies is desirable.

o The majority of the procedures (71%) that go through an NCD process

receive a positive coverage decision. The degree of limitations on this
positive coverage decision and its adequacy to standard medical
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practice or clinical evidence is not assessed on this study and would be
an interesting question to ask in future coverage research.

If the majority of procedures (82%) for which an NCD has been issued
have exactly the same coverage policies for all states and the majority
of NCDs are positive (in 71% of cases the procedure is covered), it
follows that, for the majority of procedures, reimbursement advocates -
including hospitals, physicians, industry and consumers- should pursue
NCDs instead of LCDs. On top of that, if LCDs are more restrictive than
NCDs, then, reimbursement advocates shouldn’t be in favor of LCD
issuing activity. The only parties favored by LCD issuing activity are
clearly Medicare and to some extent its contractors, who, by
automating the denial of some claims, may decrease their operating
costs.

In the majority of cases, the NCD process is left to the discretion of CMS
authorities, without any TA or MEDCAC involved in the decision
process. Some possible explanations for this are CMS budget
constraints or limiting the use of TAs or MEDCACs strictly to new
technologies, the majority of which are medical devices.

Although MEDCACs are composed mostly of academic MD specialists,
the general composition of the MEDCAC is comprehensive with respect
to the different points of view and areas of expertise required to
evaluate the clinical value of medical procedures. On the other hand, at
the local level, CACs are often composed of physicians who are not
necessarily opinion leaders. In many cases, the evidence required to
convince a CAC of the clinical value of a procedure is lower than the
evidence required to convince a MEDCAC. That's one of the reasons
why many medical device manufacturers and pharmaceutical
companies prefer the local route to gain coverage for their products.
Other reasons are that LCDs take less time than NCDs to complete and
once a contractor accepts coverage of a procedure, it is easier to
convince other contractors.

From a public policy perspective, clearer rules on coverage decisions at
the national level (meaning increased use of TAs or MEDCACs) would
incentivize industry leaders to pursue the national route for coverage
and this might attract more investment towards cost-effective medical
innovations, as reimbursement risk decreases. :
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The states with a higher degree of LCD issuing activity are located in
the East Coast and the Great Lakes areas. These states might share
common characteristics that account for this greater LCD issuing
activity and that merit further research, including: the necessity to
automate legitimate denials; a history of abuse and fraud; CMD’s
experience, ambition and interests; budget size for issuing LCDs;
contractor’s philosophy towards coverage policies; perceived need for
an LCD and level of sophistication of data analysis of utilization
patterns, quality of care and billing errors.

Two states, Kansas and New York, have a higher rate of discrepancy
not explained by an increase in LCD issuing activity, while four states,
Florida, the Virgin Islands, North Carolina and South Carolina, have a
lower rate of discrepancies not explained by a lower LCD issuing
activity. Some possible drivers of this higher or lower rate of
discrepancies that need to be studied in the future could be: history of
abuse and fraud, perceived need for an LCD, the CMD profile and data
analysis capability.

On a national level, discrepancies between NCDs and LCDs are not
explained by the hypothesized factors: number of Schools of
Medicine, number of physicians, GDP per capita, State Ranking
according to number of Level 1 and Level 2 Trauma Centers,
population density per square mile and MEDCAC members
characteristics.

A sub-analysis between regions showed a significant positive
correlation (r2>0.94) between the number of issued LCDs and the
number of Schools of Medicine and between the number of issued LCDs
and the ranking of Level 1 and Level 2 Trauma Centers. Having a
greater LCD issuing activity could favor physicians’ and hospitals’
interests.

A sub-analysis between states of the same region showed that in the
Central US, a better ranking according to Level 1 and 2 Trauma Centers
is correlated (r2>0.95) with a higher LCD issuing activity and a greater
degree of differences between LCDs and NCDs. Having more
sophisticated hospitals could be a driver of LCD issuing activity and
greater differences between LCDs and NCDs. In the West Coast, the
number of Schools of Medicine and the number of physicians are
positively correlated (r?>0.99) with the total number of LCDs and the
number of LCDs that differ from NCDs, showing again that physician’s
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interests could be a driver of LCD issuing activity and of differences
between LCDs and NCDs.

The correlations shown by the performed sub-analysis within regions
may imply that more LCDs are issued to restrict coverage when there is
a local need to control the excessive demand partially driven by the
higher number of hospitals and physicians that are active in pursuing
their interests. The fact that these correlations were shown only at a
regional level may indicate that when local factors are disregarded, the
original hypothesized factors do influence LCD activity, however, at a
national level, other hypothetical local factors may have a greater
influence on LCD activity and policy discrepancies. The higher LCD
issuing activity in the East Coast and Great Lakes areas confirm the
geographical nature of these other hypothetical factors.

Medicare Contracting Reform will cause more homogeneous policies
between states but there will still be differences between states
belonging to different contractors. After Contracting Reform, there will
no longer be differences between Part A and Part B policies.
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VII. Tables

Table 1. Inpatient Hospital Services

NCD Lco
Limitations LUimitations
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T=same) T=same)
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Acupuncture a¢ . B
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0 1 [
Xk 8. | PSR B
1 1] o
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1 o 1 Wisconsin Phys MAC Part A lows, Kansas, i 1 1 1:CMS
Palmetio GBA 'MACPart B California Northx 1 1 1:CMS
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Blood Brain Barier Osmotic Disruplion for Treatment of Brain
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Blood Piateiet Transtusions 1 o 0
Blood Trenshusions 1 o o
Cardiac Pacemakers 1 U] ]
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Invasive intracranial Pressure Moniioring 1 o 0
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'Ihm-x:sc Duct Drainage {TDD) in Renal Transpiants 1 ] 1]
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Table 2. Durable Medical Equipment

NCD LCD
Limitations Limitations
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e National Govern DME MAG Illinais, Indiana,
Mobility Assistive Equipment (MAE) 1 0
Nebulized Beta Andrenergic Agonist :
Therapy for Lung Diseases i i
:No NCD is appr: '} 0

Noncontact Nommothermic Wound i ]
‘Wisconsin Phys: Carrier, MAC A, Wisconsin, llina

National Govern Fl, Carrier, MAC: Indiana, lllinois,

First Coasl Serv MACB
CIGNA Governn DME MAC
Norigian Admini DME MAC
NHIC Corp DME MAC
National Govern DME MAC

Self-Contained Pacemaker Monitors

o
o

Noridian Admini DME MAGC
_.GIGNA Governn DME MAG

NHIC Corp ' DME MAC
National Govern DME MAC

Speech Generating Devices - 1; ) O

‘o

Tinnitus Masking 0

Vagus Nerve Stimulation (VNS) it 0 0 TrailBlazer Heall MAC Part A, MA Colorado, New |
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Table 3. Diagnostic Laboratory Tests

NCD LcD
Limitations Limitations
different to different to
Covered (0=N, o MEDCAC Contractor Base of
NCD title 12Y) TA (0=N, 1=Y) (0=N, 1 Contractor I States Covered? NCD? other LCDs? Decision

I ucose Testing
Carcinosmbryonic antigen
Collagen Crosslinks

Diagnostic Pap Smears

Digoxin Therapeutic Drug Assay
Fecal Occult Blocd Test

Immunodeficiency Syndrome (AIDS)
Serum Iron Studies

3/CA 27.29 i 1

Tumor Antigen by Immunoassay - CA 19-9 ]
Urine Culture. Bacterial 1

coo

Gamma Glutamyl Transferase 1 0
Glycated Hemoglobin/Glycated Protein 1 0
Hepatitis Panel/Acute Hepatitis Panel 1 0
Histocompatibility Testing 1 0
Human Chorionic Gonadotropin 1 1]
Human Immunodeficiency Virus (HIV) i

Testing (Diagnosis) H 1 [}
Human Immunodeficiency Virus (HIV) 1

Testing (Prognosis Including Monitoring)_ © L] SR L
Human Tumor Stem Cell Drug Sensitivity

Assays i ] 0
Lipid Testing o ! 1 0
Lymphocyte Mitogen Response Assays 1 0
Partial ThromboplastinTime (FTT) i 1 0
Pharmacogenomic Testing for Warfarin :

R 1 o
Prostate Specific Antigen 1 0
Prothrombin Time (1) : . I A
Serologic Testing for Acquired

0_ H
0 i
0 Palmetto GBA FI
0

0 Paimetto GBA Fi

[Paimetio GBA_ MAC Pan A Cal
Coast Serv MAC Part A, M# Florida, Puerto F_

INHICCorp  MACPartB  Maine, New Har
o
&
o
0
0:
o
0 Palmetto GBA Carrier South Carolina,

0 :National Govem Fl, Carrier, MAC Indiana, lllinois, -

0 :National Govern Fl, MAC Part A, Indiana, lllinois,
Highmark Medic MAC Part A, M# Delaware, Distric

0 National Govern FI, MAC Part A, indiana, lllinois,

0
0 Paimetto GBA MACPartB  Califoria, Amer
TrailBlazer Healt MAC Part A, M Colorado, New |
National Goverri FI Indiana, lllinois,

0 National Gover FI, MAG Part A, Indiana, lilinois,

bk T

cooo

cooo-

1 Carr B, Bradsha

0 Fauci AS, Brauny
0 American Sociel

_ooms

1 Journals
1 Journals
1 Journals
1 Bernstein |, Li J,
1 Journals

0 Journals
0 TraiiBiazer adop)
0 Journals
1 Journals
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Table 4. Physician’s Services

LCD
Limitations Limitations
diffarent to different to
NCD title Contractor °°1; 3T | States Covered? NCD? | otherLCDs? | Buseof
pe (0=different, | (O=diftforent, | DeCision
1=same) 1=same)
Apheresis (Th Pheresis) 1
Assessing Patient's Suitability for
Electrical Nerve Therapy 1
Autogenous Epidural Blood Graft 1
Biofeadback Therapy 1 in Phys Carrier Hino

First Coast Serv MAC Parl B, M# Florida, Puerto F

Cahaba Governi MAC Part A

2 eory
N; rn Fl, Carrier Indiana, llinois,

Breast Reconstruction Following

0 Wisconsin Phys Carrier : Wiscons|

NHIC Comp MAG Part B, M£ Maine. New Har.

Carotid Body Resection/Carotid Body

oo oi-al

Deep
| Tremor and Parkinson's Disease

bqsgncsl»cEndmard Eiedmrz!
Stimulation (Pacing)
Diathermy Treatment

railblazer Heall MAC Part B, M/ Calorado, New 1 1:CMS,
ulation for Essential
Dermal Injections for the Treatment of
Facial Lipodystrophy Syndrome (LDS) ©
linois, 1 Journals

0:Paimetio GBA _Fl, MAG Part A : North Garolina, :
iNationa Govem Fl, Garrier, MAG I .

NHIC Corp  MAC Part B, MA|

Highmark Medic MAC Part B,

le Busine Fl, Carrier

o oiooo-

cioooc oo

Electrical Aversion Therapy for
Treatment of Alcoholi

_{Cahaba GBA, LI RHH)

0 National Govern

Cartier,

oooio

Electrical Stimulalion (ES) and
Therapy for the
Treatmentof Wounds

élabema. Geav@

‘Wisconsin Phys MAC Part A, Fl |Alaska, Alabami

nacle Busine F1 . ... Louisiena Missl

Joumals

¢ ind

Maine, New Har

" Wisconsin Phys Carrier, MAG A

Colerado, Distric

Journals

CMS

Healt MAC Part B, M#

aialoaiaiaiaia

oo oioioioa

Elsctroencephalographic Monitoring
During Surgical Procedures Invelving
the Cerebral Vasculature
Electronecephalographic (EEG)

i=isoiooioe

0
9 0 National Govern Fl, Carrier, MAC 1.CMs
Palmetto GBA _MAC Part A, Fl -California, Amer g 4.~ 1:CMS
First Coast Serv MAC Part A id; 1:CMS

NHIC Cop " "MAG Pan B, aine, New Har 1:CMS
i Wisconsin Phys MAG Part A, Fl i Alaska, Alabami | 1i6M8

Ethylenediamine-Tatra-Acetic (EDTA)
Chelation Therapy for Treatment of
| Atherosclerosis

Extama\‘tfo‘u‘n‘ierpulsaﬁnn (ECF)
Therapy for Severe Angina

0 First Coast Serv MAC Part A Flarida, Pusrto F

‘Pinnacle Busine Carrier, FI Arkansas, Louis
‘Palmetto GBA_MAC Part B! Californi

Healt MAC Part A, M2 Colorado, New |

[Gaheba GBA, LIMAC Pari A Alsba

oo aia

Gastric Balloon for Treatment of

1 ['H
Aneurysms ; o
Fluidized Therapy Dry Heat for Gentain ;
Musct Disorders ; 1 O Paimetto GBA__Fl, MAG Part A | North Garolina, { 1iCMS
National Govern Fl, Carrier, MAC Indiana, llinois, iems
NHIC Corp MAG Part B, M# Maine, New Har TieMS
.;First Goast Serv MAC Part A, M# Florida, Puerto | 1.0MS

0:Wisconsin Phys MAC Pant A :lowa, Kansas, N

National Govern FI/Carrier/MAC indiana, iliinois,

Healt MAC Part A, M# Colorado, New |
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Limitations Limitations
different to different to
NGD titie m:dﬂm’"‘ Limitations | TA [0=N, 1=Y) Contractor c"";:'"' States NCD? other LCDs? | 2o ot
(0=different, | (O=different,
1=same) 1=same)
[Gastric Freszing 0 Gastric heezing 0 0
Gastropholography 1 Gastrophotogray ] 0
Heat Treatment, Including the Use of
| Diathermy and Ultra-Sound for
Pulmonary Conditions 0 There is no phy: 0: 0 Cahaba GBA, LI MAC Part A, RH Alabama, Georg ] 1 1.CMS
Palmetto GBA Fl. MAC Part A North Carolina, | ] 1 1.CMS
National Gover FI, Carrier, MAC Indiana, lilinois, o 1 1.CMS
NHIC Corp  MAC Part 8, M# Maine, New Har -0 1 1.0Ms
Wisconsin Phys Carrier, MAC Pa Wisconsin, lling o x| 1.CMS
Highmark Medic MAC Part B, M# Delaware, Distri 0 1 1.CMS
Pinnacle Busine Fl, Carrier Arkansas, Louis 0 1 1:CMS
Palmetto GBA RHHI Alabama, Arkan o 1 1:CMS
First Coast Serv MAC Part A, M Florida, Puerto F [} 1 1:CMS
Hemodialysis for Treatment of
Schizophrenia 0 Scientific evider 0 0 National Govern Fl. Carner, MAC Indiana, liiinots, o 1 1.CMS
Palmetto GBA MAC Part A, FI California, Amer 1] 1 1.CMS
First Coast Serv MAC Part A Filorida, Puerto F 0 1 1.CMs
NHIC Corp MAC Part B, M# Maine, New Har o 1 1.CMS
Wisconsin Phys MAC Part A, F1 Alaska, Alabamé 0 1 1 CMS
Hyperbaric Oxygen Therapy 1 See policy 1 0 First Coast Serv MAC Part A, M Florida, Puerto F 1 ] 0
Paimetto GBA FI North Carolina, ! 1 o 0 Journals
) ‘ National Gavern Fl, Carrier, MAC Inciana, linois, 1 [} 0 Journals
V) for Treatment of Cancer 1 Local hyperthen o ]
of Anti g
Reflux Device 1 The implantatior 0 o
Iinduced Lesions of Nerve Tracts 1 Surgically induc 0 0 Noridian Admini Carrier, MAC Pa Alaska, Oregon, 1 1 1 Joumals
. . Paimetto GBA MAC Part B California, Amer 1 1 1 Journals.
Injection Sclerotherapy for Esophageal
‘|Variceal Bleeding 1 No limitations. o o
Intraocular Photography 1 Intraccular phot: 1] o
Intravenous Histamine Therapy 0 There is no sciet 0 o
Laser Procedures 1 Medicare recogt 0 0 it
Magnetic Resonance Angiography 1 See policy 0 0 Palmetto GBA Fl North Carolina, : 1 1 0 CMs
CIGNA Governn Carrier North Carolina, | 1 1 0 CMS
Pinnacle Busine Camer Arkansas, Louis L o a
National Govern Fl, Carrier, MAC Indiana, lllinois, 1 o 0 Journals
First Coast Serv MAC Part A, MA Florida, Puerto f 1 1 0.CmS
Wisconsin Phys MAC Part 8 lowa, Kansas, M 1 4] 0 Other LCDs
NHIC, Carp MAC Part B Maine, New Har 1 o ]
Magnetic Resonance Spectroscopy 0 CMS has detern 1 0 National Govern Fl, Carrier, MAC Indiana, lilinois, o 1 1:CMS
Manipulation 1 Ses policy 1
Multiple Electroconvulsive Therapy
(MECT) 0 The clinical effec 0 0 National Govern FI, Carner, MAC Indiana, liinois, o 1 1:CMS
Palmetto GBA MAC Part A, FI  California, Amer 0 1 1:CMS
First Coast Serv MAC Part A Florida, Puerto f 0 1 1:CMS
NHIC Corp MAC Part B, M# Maine, New Har [} 1 1:CMS
) i ___ Wisconsin Phys MAC Pant A, FI Alaska, Alabam: [ 1 1.cMS
Ocular Photodynamic Therapy (OPT) 1 See policy 0 1 First Coast Serv MAC Part A, M# Florida, Puerto f 1 1 0 Journals
TrailBlazer Healt MAC Part A, M# Colorado, New | 1i ] 0
Outpatient Intravenous Insulin
Treatment 0 See policy ] 0
Oxygen Treatment of Inner Ear/Carbon
Therapy 0 Oxygen (35 perc o /]
Partial Ventriculectomy 0 Since the morta 0 a
Phaco-Emulsification Procedure -
Cataract Extraction 1 In view of recom o 0
Prolotherapy, Joint Sclerotherapy, and
L s Injections with g
Agents 0 The medical effe 0 0 Paimetio GBA MAC Part B California, Amer 1] 1 1CMS
‘Wisconsin Phys MAC Part A, M2 Alaska, Alabam¢ [ 1 1 CMs
‘Smoking and Tobacco-Use Cessation
Counseling 1 See policy
Sterilization 1 Payment may b« ] o
Surgery for Diabetes 1 Open and laparc o 0
Therapeutic Embolization 1 Therapeutic emt o 0
Thermal Intradiscal Procedures (TIPs) 0 The Centers for 0 o
‘Thenmogenic Therapy 0 Regardiess of th o (1]
Transcendental Meditation 0 Aftar review of ti ] 0
Transsexual Surgery 0 Transsexual sur o 0
Transvenous (Catheter) Pulmaonary
Embolectomy 0 It is nct covered 0 0
Treatment of Actinic Keratosis 1 Ne limitations 0 0 Highmark Medic MAC Part A, M? Delaware, Distrit 1 1 0 CMS
Noridian Admini MAC Pan B Arizona, Montar 1 [« 0 Other LCDs
Treatment of Decubitus Ulcers 1 _Hydrotherapy (v 0 0
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Table 5. Diagnostic Tests

NCD LCD
Limitations. Limitations
different to different to
NED title Coverod 0=t o-n, 1w | MEDOAC | Gonragter | COntACtor | gigieg Covered? NCD? | otherLeDs? | Baseof
= f0=h. 1=Y) Type (O=different, | (Oudifferent, | DECISioN
1=same) 1=same)
Ambulatory Blood Pressure Monitoring 1 1 1 | T
Ambulatory EEG Manitoring 1 1] 0 |Pinnacle Busine|Carrier, FI Arkansas, Louis| 1 0 1|Journals
Wisconsin Phys|MAC Part B lowa, Kansas, M 1 0 1 [Journals
NHIC Corp MAC Part A, MAMaine, New Har| 1 0 1| Journals
Cardiac Cutput Monitoring by Thoracic
Electrical Bioi 1 0 0| National Goverr{Fl, Carrier, MAC]|Indiana. lllincis, 1 0 0| Journals
Palmetto GBA |MAC Part A California, Amer| 1 1] 0|Journals
CIGNA GuverdCamatr North Carolina 1 0 0|Journals
TrallBlazer Heal{ MAC Part A, MAColorado, New 1 1 0
First Coast Sen{MAG Part A. M/|Florida, Puerto 1 0 0] Journals
Cardiac Pacemaker Evaluation Services 1 0 a
Cardiointegram (CIG) as an Alternative to
Stress Test or Thallium Stress Test 0 0 0
C Nerves by i i
with Penile Plethsmography ] 0 Q0
Challenge Ingestion Food Testing 1 0 0| Wisconsin Phys|MAC Part A, MA Alaska, Alabamg 1 o 1/ Journals
Cormputed Tomography 1 1 0|National Goverr{Fl, Carrier, MAC]|Indiana, lllinois, 1 0 1|Journals
Computer Enhanced Perimetry 1 0 1] 1
Cylogenetic Studies i 0 0] CIGNA Governn| Carrier Morth Carolina 1 0 0}Journals, CMS
Noridian Admini| MAC Part B, Cal Alaska, Oregon.| 1 [ 0 |Joumals
Palmetto GBA |MAC Part B California, Amel 1 Q 0| Jourmnals
Vi in Phys|MAC Part A, MAAlaska, Alabam: 1 0 0|Journals
Cytotoxic Food Tests 0 0 0| Wisconsin Phys|FI Alaska, Alabam: 0 i 1{Journals
Diagnostic Breath Analyses 1 0 0
Digital Subtraction Angiography 1 0 0
Displacement Cardiography 1 0 0
Electrocardiographic Services 1 0 0|Palmetto GBA_|F| North Caralina, 1 1 1/CMS
Electron Microscope 1 0 0
Electronecephalographic (EEG) Monitoring
During Open-Heart Surgery 0 0 1]
Endothelial Cell Photography 1 0 [1]
Esophageal Manometry 1 Q 0
1 0 0
Food Allergy Testing and Treatment 0 0 O[First Coast Sen MAC Pan B___|Fiorida, Puerto [ 1 1 [CMS
Graviee Jet Washer 1 0 1]
Hair Analysis 0 ] 0| CIGNA Governn Carrier Idaho, North Ca| a 1 1|Joumnals, CMS
Heartsbreath Test for Heart Transplant
Rejection ] 0 0
Hemorheograph 1 0 0
HIS Bundle Study 1 [] 0
Mammograms 1 0 0 |Wisconsin Phys| Carrier Wisconsin, lling 1 0 a
National Goverr{ Fi. Carrier, MAC|Indiana. lllinois, 1 Q 0 |Journals
NHIC, Corp. MAC Part B, MAMaine, New Haq 1 1] 0 |Joumals
Palmetto GBA _|FI South Carolina, 1 ] 0}Journals, CMS
il Healtj Carrier, MAC PaVirginia, Colorad 1 1] Q
First Coast Serd MAC Part B, MA Florida, Puerto 1 0 1]
Microvolt T-Wave Alternans (MTWA) 1 1] 0
Noninvasive Tests of Carotid Function 1 0 0|Highmark Medid MAC Part A. MA Delaware. Distri{ 1 a 0
Palmetio GBA |MAC Part B, Ca|California, Amer| 1 [] 0]Journals
Pinnacle Busine| Carrier Arkansas, Louis| 1 0 0]Joumals
National Goverr FI, Carrier, MAC|Indiana. lllinois, 1 0 0]Journals
Wisconsin Physi Carrier, MAC Pa Alaska, Alabam 1 [1] 0]Journals
Nuclear Radiology Procedure 1 a a
PET for Perfusion of the Heart 1 [1] 0|Pametic GBA | Carrier Ohio, West Virg| 1 a 0]Journals
IMDH&I Goverr| Fi. Carrier, MAC]|Indiana. Illinois, 1 0 0]Journals
NHIC, Gorp. MAG Parl B, MA Maine, New Hai| 1 [ 0]Joumnals
First Coast Sernv MAC Pari A. MAFlorida, Puerio i 1 0]CMS
TrailBlazer Heaiacamer, MAG PaVirginia, Colorad 1 1 0iCMS
Plethysmography 1 0 [1]
Pasitron Emission Tomography (FDG) for
Oncologic Conditions 1 o 1|TrailBlazer Heal) Carrier, MAC Pa Virginia, Coloraq 1 1 1|CMS
Positron Emission Tomography (NaF-18) to
Identify Bone Metastasis of Cancer a 0 0
Pasitron Emission Tomography {(PET)
Scans Under review 0 1|First Coast Serv)MAC Part A, MA Puerto Rico, Vir il o 1|NA
Single Photon Emission Gomputed J
phy (SPECT) 1 0 O|NHIC, Corp | MAG Part B, M#A Maine, New Hat 1 0 1{Other LCDs
Stereotaxic Depth Electrode il [
Sweat Test 1 0
Thermography [1] Q ﬁnnm:ia Busine|Fl, Carrier Arkansas, Louis 1] 1 1|Journals
|Highmark Medi MAC Part A, MA Delaware, Distri 0 1 1
Palmetto GBA |MAC Part B, Cal California, Ame: 0 1 1|Jaumals
First Coast Serv)MAC Part A Florida, Puerto 0 1 1] Joumals
National Goverr|Fl, Carrier, MAC] Indiana, lllinois, 0 1 1[Journals
CIGNA Governr{ Carrier North Carolina 0 q 1{Journals
Transillumination Light Scanning or
Diaphanography 0 0 0
Ui ic E 1 0 1]
Vabra Aspirator 1] [1] [1]
Xenon Scan 1 ] o
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Table 6. NCD and LCD Statistics by State

(o=dilferent, 1 =same]

Limitations. differsnt to NCOT

Towl

Limitations diffarent to NCD?
(U=diflersnt, 1 =same)

Totst

R R T L T I e R

R LT

T R S e o e

Mumber of
o

T e T M A Y mMa RO E N n TR O T T YO T T n

Limitations differsnt to NCOT
(D=different, 1=same)

Total

Number of | Number of

e e P M e M T R Y DR B M T A A M T R e

Diagnostic Laboratory

Meco?

(0=different, 1=same)

Totat

R L e TPy eoobamoom
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°

Number of | Number of
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Durable Hadical Devices
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Totai

S T e TN E A B N T T TN

Number of | Mumber of
1

L 41 1 T S U T A A R O R A U 0 B D

[ inpatient Hospital Sarvices

Uimitations differsnt to NCOT
(p=different, 1 =same)

Total

R R L L L T

R R TR Ry S

Wumbar of | Number of

T T My S Y e
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Table 7. State Statistics

Florida

Delaware

Georgia
Guam
Hawaii
lowa
Idaho

lilinois

Number of Level 1 and Population Ranking (Number of
St Schools of Number of GDP per Level 2 Density per sq Result Level 1 and 2 Trauma
Medicine |physicians (1} | capita (2) Trauma 8 : Centers adjusted for
(AAMC) Centers e population density)
Alaska 0 270
Alabama 2 2880
American Samoa o 50
Arkansas A1 20200
Arizona 1 4160
California 8 21830
Colorado 1 :
Connectlcut
District of Columbia 3
L
6
0

Indiana
Kal

Massachusetts

Kentu:ky V ‘. i i

alniolala

Maryland

Maine 3 42BB 4586 45
MIGHIGAN . s O D Dssmmpnesses S DO 12
Missouri i : 32779 181
Mississippi 24403 6
Montana ‘ 28170 Nl
North Garolina 41 090 35719 9
North Dakota_ 1 490 37832 5
Nebraska 21 1560 37326 30
Nevada 1 1010 39687 2!
New Hampshire 1! 1540 38420 5 w2 istr2
New Jersey 21 9980 . 44957 0 1170.64 118¢ 2
New Mexico 1 740 30835 OO L SO |- P 51
New York 13 41030 49499 45 412.81 12
Northern Mariana i :
Islands 1O - SO 12500 LI 485.62 |
Onhio 6 33568 20 2805 6
Oklahoma EE 29359 3 53.04 42
o A (— e L oo 2 St —~
Pennsylvania | T 35641 25 277.76 18
Puerto Rico 4 17100 1 1162.07 3
Rhodelsland L - 36283 . 1 1005.54 4
2, 28364 6 148.79. 26
______ A 37690 B 108 53]
4 33825 9 150.78 25
8 38044 28
1 32049 48
bty A 41769 19
Virgnislands e 8 22998 B
Vermont 1 34924 BTG BBIAB 38
Washington i 40407 30
Wisconsin 2 35239 3
West Virginia 21 25533 85
Wyoming 0 40837 55

1) Doesn't include self employed doctors. Based on United States Department of Labor,
Occupational Employment Statistics, May 2009
2) US Department of Commerce. Bureau of Economic Analysis, 2008
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Table 8. Regressions All States

Number of Numberof | Number of Number ot Number of
- . ot | Mumber ot 3 = o : ot |t o | Mumberof ” s or | Toutcumber
Medicine | cp.nco Medicina | iterent from Modicig (1 Umes LCO phsicions ()| | oo physicians (1) | differant from physictans (1) % e L0
AAmC) AAMC) NCD (AAMC) NCD
Raska ¢ T 2z 0 2|
nabama T : 7 | M a0 n
Amarican Samoa [ o © 2 = =
Ak ansars 1 1 1 1l 2620 27
reona 1 1 1 2 1180 2
Cartornia 5 8 € ) F
Coboraco : 1 1 w @
Comecticut 2 2! 2 a P
Cistsct of Covmbia 3 3 a S 2
Deaware (4 [ < ar 2
tonda 3 s € a 3
Georgia 4 « H 7 2
| Guam 4 o c 2 2
| Haerdl 1 1 1 2 t-
Mo T, S : ) : E =
idsho [ [ ¢ 2 2
i 7 7 7 E 52
nctiara 1 1 1 0] 49
Kansas 1 1 ¥ 5
entucky 2 2 2 9
Lo 3 3 LN 2
| Massachsetts 1 a 4 34 34
Maryiand 3 3 a 2 27
Mne ¢ [ (H 35 s
Michigan 4 4 4 5 55
Mvsois 2 2 2 2 23
Messouri 4 4 4 a8 2
k d o .8 = 2|
€ [} c 25 25
Hicr Carcinn 4 i 4 » E
s i 1 2% 25|
Meoraska 2 2 2 2 i 28
4 : : 5 : ®
New Hampshie st ) i £ 540 38
o dorvay 2 2 2 24 9980 2
M Mexico ! B £ Lo ..
New Yok i3 1 7 41036 37
| Northern Marana
Istriss [ 6 c 2 B 28
Chio 6 22| € s3 e 3
Cyaanoms i ) 1 20 2840
Grogon 1 9 i 2 4250
Pocrsyhescia 7 2 7 o 11080
Puerio Fico. 4 £ [ % %80
oo lsiang 1 6 i £ 1560 3
Soutn Caroéra z ) i E 2520 37
S0ut Dot 1 10 1 5 220 220 2
Tonnases al n 4 Fxl 4P6G 4860 73
s & b [ 7 ) IR T ARSETT ) | DETTARRTTTe o »
Utah 1 0 i ) 1630 1820 28
Virgina ‘ 7 ] & 780 7490 a
Vergin istands a o c a2 « @ 4
Vermnant 1 k) 1% T kN B3¢ a0 a2
Washington : 1 9 1 2z 4530 s30 z
2 2 2 2 £ 5970 5
st Vigiia 2 2 7 H 58 e 55
Wyorming ¢ ' o g G 2 210 Y
CRAGE 2 1] 2 ') z a3 43€ 3
7§ Doesn't inciude aeit empioyed doctors. Based on United States Dapariment of Labor, Ocounatonal Empkgyment Statistcs, May 2008
415 Depertrmant o Comemares, Burai of Economic Anafysis, 2008
B2l 1032888475 14.53837T125 idercept 1 £ 13 36726639 10000Y1I2E 1291580669 DO00OGT33 2961287364
DOIBABIO0 0057189923 0017070422 D.05908852 4 ; 6OBEI3E-08 0.051735157 554930608 0.047159777
2 0089969215 £.316413804 wi) 0052355007 0326067464 H Q.056260895 0315826881 Q029011787 0IKRSHOTS| D.OSIB90EN CIBTOSEETL
F 2857370 54 Degmesof freedom 2983083412 5 4242554302 4 3340728113 54 161343601 © 54 3.0760805 54
IBIIVET 5 BHUEEIT renduniss 6217193208 0348747801 4387948848 0333226335 5386317502 0175767184 _5 8A2705608 C.2S50R3173 447768477
Linear
siope 62059514 15.21574002 miercert CASZZAs ATS0T EFIETE TO0GEATST8 . 15 BSET06E TOOOTZTEES 135131398
1120836480 0268474245 Q.UITAGERS 1879586272 6.00012007 1020607
fa 006320081 619900446 i) 008000313 5176804 103 0030442877 £230450188
F 3BT 54 Dogrews ol oo 2832201537 54 54 200864567
| 1405204721 | 2071693814 rewidua’ 33 F4TATIIGN 1420109632 18007075 5766116288 110.0147705 2096190515 362.0032453 __ 68B1E1I0

0250012028

0.2297
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Table 9. Regressions for Sub-analysis

Analysis between all selected states

Subanatysis - East
Coast, Conter and
West Coast
Numberof | Total number
Schools of e Number of
prees of times LCDs rcians 1) |1 ies LEDE
AAMG) | Were lasues Phyiciant M) [y toatsat
A EQ 550 3
3 ar 03 ar
E] Pl w26 27
4 bl 3880 zn
L] 4 18330 A3
7 54 12830 52
a P 4160 2
e 20 17820 20
8 2 2183 2
1 z 250 1
: 22 4536 22
7 57 35 TOD00TZ087 | 184000671 1000012067 11.69683730
0021017368 013874948 IAGRE 06 | 0.1EAseE2 OCECOE 05 C.172824839
2 0262507507 0213518856 0274277468 :
F [l 2440467468 s 1401322888 8
NEION 85 0.315856801 D5IBA51581 0183591802 0877053188 Q18358598 ° 154368358 C.194670003  0.818052431
Lingar
Py CEHO1A500.  17.12846715) 420675912 000208513 B
04991L7HRY 3360474029 0796087441 | 0000125696 DD0285750 45656112385
2 QPBUSIAEM . 303161672 ey DISNGBIT b STOLATEIR 0285871102 0 185386847 CA/5081508 0481451335
f 3970830527 of freegom 1.716786689 9 32527502 204816618
ion 85 TIA1260876 2183875312 resicumi 3o SO2TI4G184  ZT9RTINET 258.5717319 54 BT4TIE
- Mumier ot Mumber of
State GOP par pry ‘GDP per capia ‘ames LCO Lowe! 1 and 2 Trauma | timeos LCD
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Analysis between regions
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Analysis within regions
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Table 10.

MEDCAC Analysis

industry or
MO [0=No, Academic Academy/Hos Sox
Namo 1=ves) |Otherdegrees| {f)/Non- Speciolty Age State University/Hospital o n::l FF;:]"
ic ey, = 1= 3
Acade:
Ray Baker Az, cademy) ]
Micrae! Blaivas i ADMS 1 , Forsyth I
Northwostern Universiy Fainberg
Ross Bogay 1 School of Mncm:lrp‘ 1 1
Patricia 4. Bomba j 3 o

“Vanderbift un,i@gsyq

University of Georgia

Harsard Medieal Schoal

University of I¥incis &t Chicago Collegs ©

Jetirey G Jorvicl
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Sarah H. Kegan
Morman §. Kato

Karan Kaul

1 WBA

Rogar 0. Kisin

Bruce Lat

i of Mogiclng N 1 1
£ Northwesiern Univarsity Fainbam
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Laura H, Gunr: B Pal 1 Gromia Sautharmn University ) .o
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industry or
MD (0= Academic Academy/Hos Sex
Name 1=Yes) Other degrees (1/Non- Specialty Age State University/Hospital pital (0=Femaie,
academic {0} [O=industry, 1= 1=Male]
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Leonard M. Pogach T Endocrindiogy New Jersey Veterans Health Administration 1 1
North Shore - Long isiand Jewash
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Table 11. Some States and their Medicare Contractors

States with States with
higher Medicare Contractor lower Medicare Contractor
number of Part A/PartB number of Part A/PartB
LCDs LCDs :
Virginia Palmetto GBA Idaho National Heritage .
V . Insurance Corporation
West Virginia |Palmetto GBA Alaska National Heritage
- ) , o Insurance Corporation
_— Noridian Administrative . Noridian Administrative
Hlinois Services, LLC Arizona Services, LLC
Wisconsin Nor@an Administrative Oregon National Heritage '
Services, LLC , Insurance Corporation
Ohio nghmark Medicare Washington National Heritage ’
, Services Inc. Insurance Corporation
Michigan Natuc_mal Government Alabama Cahaba GBA
Services -
Kentucky H’ghf“a’k Medicare Georgia Cahaba GBA
Services Inc.
Indiana Natiqnal Government Mississippi Pmna-cle Business
~ |Services , Solutions Inc.
Connecticut Nathnal Government Tennesse Cahaba GBA
Services
New Jersey nghmark Medicare
Services Inc.
Highmark Medicare
DC .
|Services Inc.
Montana Noridian Administrative

|Services, LLC

North Dakota

Noridian Administrative

Services, LLC

South Dakota

Noridian Administrative
Services, LLC

Utah

Wyoming

Noridian Administrative
Services, LLC

Noridian Administrative
Services, LLC
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States with

. States with
higher higher
number of Medicare Contractor number of Medicare Contractor
LCDs Part A/Part B Part A/Part B
. LCDs equal
different to NCDs
from NCDs
Virginia Palmetto GBA Virgin Islands ;:(:St Coast Service Options
West Virginia [Palmetto GBA Florida ;’Et Coast Service Options
Ohio Hsghmark Medicare Iilinois Nor;qlan Administrative
Services Inc. Services, LLC
Kentucky H|ghmark Medicare Michigan Natlc?nal Government
VVVVVV Services Inc. Services
1llinois Nor@an Administrative North Carolina |Palmetto GBA
B Services, LLC
Michigan Nat;qnal Government Wisconsin Norlc.han Administrative
Services ‘ Services, LLC
Indiana Natxc_:nal Government West Virginia |Palmetto GBA
Services o
Connecticut Natuqnal Government Ohio Hrgha‘nark Medicare
Services Services Inc.
Kansas xisigss'?izhﬁ'i:n n Kentuck Highmark Medicare
. a surance | KRentucky Services Inc.
Corporation -
New York National Government South Carolina |Palmetto GBA

Services

Indiana

National Government
Services

Connecticut

National Government
Services
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VIII. Appendix A.

Interviews with Contractor Medical Directors (CMDs)

Interview 1. Dr. George Waldmann, former Contractor Medical Director
of Noridian Administrative Services, Medicare Part B. August, 2010

1. According to your experience, are the majority of LCDs for a specific
procedure issued before the corresponding NCD? Do NCDs come later after the
necessity to have a policy becomes national? .

Many LCDs are issued before NCDs. Once many contractors have issued a
series of LCDs describing the same procedure, CMS often considers the
necessity to issue a NCD. The original idea of LCDs was to have a mechanism
to respond to coverage issues specific to a location.

2. What are the main reasons to issue an LCD in the cases where there is already
an NCD?

If there is already an NCD in place, the main reason to issue an LCD is to
define the CPT and ICD-9 codes that apply to the procedure. I have suggested
to CMS that they should issue the covered ICD-9 codes together with the NCD
in order for all contractors to have the same covered codes at the national
level. Unfortunately, today different contractors may apply different codes for
the same procedures. One example is PET Scan policies, where codes and
LCDs present a significant degree of variation among contractors.

3. According to the Medicare Program Integrity Manual Chapter 13-Local
Coverage Determinations (04-25-08) “the DME MACs shall ensure that the
adopted LCDs are identical among the DME MACs”, Why is consistency between
LCDs (by different MACs) required for Durable Medical Equipment and not for
other benefit categories?

Consistency is required for DME MACs because they are only four and
administratively is not difficult to achieve it this consistency. For other
benefit categories it is not done because it is difficult to coordinate among
multiple contractors. - '

4. According to my analysis (based on the CMS Coverage Database), there is

consistency between different DME MACs LCDs (all are the same), however, LCD
criteria and limitations differ from NCDs in many cases. For other benefit
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categories LCDs coverage criteria and limitations differ between MACs and
between LCDs and NCDs. According to your opinion, what do you think are the
causes of these discrepancies if LCDs shouldn’t differ from NCDs? (In most of the
cases, LCDs narrow the criteria or change limitations without necessarily
contradicting the NCD)

5. According to the same manual, “When an NCD or coverage provision in an
interpretive manual does not exclude coverage for other diagnoses/conditions,
contractors shall allow for individual consideration unless the LCD supports
automatic denial for some or all of those other diagnoses/conditions”. Most of
the discrepancies between NCDs and LCDs that I have detected in my study are
of this type (the NCD didn’t exclude coverage for certain diagnosis or conditions
while the LCD did). Why do you think this happens?

4, 5.Most LCDs are issued as a mechanism to restrict or describe coverage,
using CPT and ICD-9 codes. Without an LCD, contractors can’t deny a claim
automatically, but it must be done on a case-by-case basis, which
administratively requires personnel time and other resources, significantly
increasing costs to contractors. Thus, LCDs are issued to reduce contractor’s
administrative costs and reduce claim errors. Discrepancies between LCDs
and NCDs can occur because NCDs are often less specific about covered
conditions and limitations and LCDs specify them with specific codes.

6. According to my analysis, some states are more active in issuing LCDs. Which
do you think are the main drivers of LCD issuing activity?

The main drivers of LCD activity are:

- The main reason is to limit payment to medically necessary diagnoses
and conditions by automating legitimate denials.

- A history of abuse and fraud. LCDs are issued to be very specific about
coverage conditions and limitations to avoid payment for areas of abuse
and fraud.

- The Contractor Medical Director (CMD) specialty. Some times LCDs
will be issued in the medical specialty or area of expertise of the CMD.

- More LCDs will be issued in states were contractors have assigned
more personnel to creating and maintaining LCDs. Although CMS used to
encourage large numbers of LCDs this doesn’t seem to be the case any
more.

- New procedures, to educate and assist physicians when they are
submitting incorrect claims
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7. In your opinion, does the current model to issue LCDs taking into account the
input from the Carrier Advisory Committee (CAC) from each state works? Does
the CAC reflects state-by-state medical practice differences when issuing LCDs?
Are these differences desirable? How does the CAC prioritizes for which
procedures is an LCD required?

Some CACs are more interactive than others and some contractors give much
importance to the CAC-submitted LCD comments than others. The utility of
having a CAC per state is not so great because in the end LCDs don’t seem to
reflect state-by-state differences in medical practice. CACs are also a cost to
CASC members who must travel and take time away from their practices with
no remuneration for attending the CAC.. These costs in time and money
invested in CACs make it difficult for CMDs to convince physicians to join
CACs. In many cases the physicians who join are not opinion leaders in their
specialties. For these and other reasons CMS and contractors may be moving
toward having only a single CAC for each jurisdiction.

8. Why do some contractors issue LCDs only for some states of their jurisdiction
and not all?

I haven’t seen this happen.

9. In your opinion, does Medicare Contractor Reform will cause more
homogeneous policies between states or more divergent ones?

Yes, Medicare Contractor Reform should produce more homogeneous policies
due to decreasing numbers of Medicare contractors and increasing the
numbers of states within each contractor jurisdiction.

10. Did you have an experience of issuing an LCD that challenged the standard
of practice? Did the LCD have to be changed later?

Yes, I and other CMDs have personally experienced a lot of pressure from
consumers and industry when policies have restricted coverage due to
questionable efficacy and a lack of published evidence for the procedure.

11. According to the Medicare Program Integrity Manual, “Contractors shall
implement new Least Costly Alternative (LCA) determinations through an LCD.
"Least Costly Alternative” is a national policy provision that shall be applied by
contractors when determining payment for all durable medical equipment
(DME). Contractors have the discretion to apply this principle to payment for
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non-DME services as well”. Why is the LCA principle mandatory only for DME
and not for other benefit categories?

The “Least Costly Alternative” (LCA) principle is very difficult to implement
because of pressure from industry and patients. Also, courts have recently
ruled against LCAs and contractors have had to rescind previously existing
LCA LCDs.

12. According to my analysis, from 193 procedures with NCDs currently in effect
(from the following benefit categories: Inpatient Hospital Services, Durable
Medical Devices, Diagnostic Laboratory Tests, Physician Services and Diagnostic
Tests), only 10 required Technology Assessments and only 12 required a
Medicare Evidence Development & Coverage Advisory Committee (MEDCAC),
leaving the majority of national decisions to the discretion of CMS authorities.
According to your opinion, should there be more decisions based on Technology
Assessments and MEDCACs? What is the main reason most decisions are not
based on them?

I suppose the main reason is that CMS has limited resources and Technology
Assessments and MEDCACs are costly. This is also the reason why a lot of the
policy activity is carried on at the local level, primarily because LCDs can be
implemented faster than NCDs. However, the level of expertise at the local
level is usually less than at the national level. Also the evaluation mechanism
is more structured and slower at the national level. In my experience, the
medical device and drug industries prefer to try to convince local contractors
of the benefits of their technologies at the local level instead of CMS, because
it is easier in terms of evidence required and time invested. Once a contractor
issues a policy in favor of a procedure, other contractors are pressured to do
the same.

Do you allow that your opinions appear on my thesis, which will be a publicly
available document?

Yes

Do you want to maintain your identity as confidential while allowing your
opinions to appear on my thesis?

I allow the disclosure of my identity
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Interview 2. Contractor Medical Director, August 2010

1. According to your experience, are the majority of LCDs for a specific
procedure issued before the corresponding NCD? Do NCDs come later after
the necessity to have a policy becomes national?

Not necessarily. The issuing process of NCDs and LCDs are independent of
each other. Sometimes LCDs are issued before NCDs (or without any NCD)
and sometimes the NCD is issued first.

2. What are the main reasons to issue an LCD in the cases where there is
already an NCD?

To specify the billing codes(which are not specified in NCDs) and to define
the circumstances under which automatic coverage denials apply.

3. According to the Medicare Program Integrity Manual Chapter 13-Local
Coverage Determinations (04-25-08) “the DME MACs shall ensure that the
adopted LCDs are identical among the DME MACs”. Why is consistency
between LCDs (by different MACs) required for Durable Medical Equipment
and not for other benefit categories?

Because many of the DME suppliers operate nationwide and in that way
there is no discrimination for access to them among beneficiaries from
different regions.

4. According to my analysis (based on the CMS Coverage Database), there is
consistency between different DME MACs LCDs (all are the same), however,
LCD criteria and limitations differ from NCDs in many cases. For other
benefit categories LCDs coverage criteria and limitations differ between
MACs and between LCDs and NCDs. According to your opinion, what do you
think are the causes of these discrepancies if LCDs shouldn’t differ from
NCDs? (In most of the cases, LCDs narrow the criteria or change limitations
without necessarily contradicting the NCD).

The main difference between NCDs and LCDs is that NCDs apply
nationally, where LCDs are at local contractor discretion and may address
a variety of things, including clarification of an LCD, ie, specific codes, etc.
LCDs specify exclusions (usually defining the billing codes allowed for
coverage) not specified by NCDs, according to the contractor’s specific
requirements. For example, NCDs for PET Scans have caused a lot of
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differences between contractors because each one defines different billing
codes for the conditions mentioned in the NCD.

5. According to the same manual, “When an NCD or coverage provision in‘an
interpretive manual does not exclude coverage for other diagnoses/conditions,
contractors shall allow for individual consideration unless the LCD supports
automatic denial for some or all of those other diagnoses/conditions”. Most of
the discrepancies between NCDs and LCDs that I have detected in my study are
of this type (the NCD didn’t exclude coverage for certain diagnosis or conditions
while the LCD did). Why do you think this happens?

Most of the differences between LCDs and NCDs are in the form of exclusions
not specified in NCDs. This happens because NCDs don'’t specify billing codes
and contractors determine exclusions according to their local circumstances,
as long as they don’t conflict with NCDs. This only applies to those NCDs and
LCDs that address the same topic, of course.

6. According to my analysis, some states are more active in issuing LCDs. Which
do you think are the main drivers of LCD issuing activity?

In no particular order...

- The economic and human resources that the contractor has available
to issue LCDs. Contractors with more economic and human resources
available for LCDs will usually issue more LCDs. Each LCD consumes
resources not only when it is issued but also later because it has to be
reviewed and enforced.

- Contractor’s philosophy towards coverage policies. Some contractors
prefer to leave the coverage decisions in the hands of physicians, others have
a different approach to coverage decisions.

- How clear are the NCDs? Sometimes the contractor doesn’t need a
new LCD because the NCD is clear and serves its needs.

- Fraud. In states with a greater history of fraud, more LCDs are issued,
to make clear the circumstances under which coverage will be automatically
denied and in that way reduce fraud.

- Perceived need for an LCD. As examples and not all inclusive, in states
with low population density, low number of Trauma Centers, low number of
physicians and few or no Schools of Medicine, the need for LCDs may be lower
than in states with the opposite characteristics.

7. In your opinion, does the current model to issue LCDs taking into account the
input from the Carrier Advisory Committee (CAC) from each state works? Does
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the CAC reflects state-by-state medical practice differences when issuing LCDs?
Are these differences desirable? How does the CAC prioritizes for which
procedures is an LCD required?

The issuing of LCDs is not a democratic process, the decision is ultimately
made by the contractor, mainly by the CMD. Usually the CMD consults with a
variety of sources before the meeting with the CAC. CAC meetings take place
approximately every four months. They last about two hours with
approximately 30 physicians from the specialties impacted by the particular
LCDs discussed in each meeting. Each LCD takes about 90 days to complete. I
think that in the future there are going to be 1 or 2 CACs per contractor.

The CMD prioritizes which LCDs to issue according to the following criteria:
- New technologies that might pose a risk to the Medicare funds.
- Procedures with perceived overutilization
- Procedures where there is concern for abuse
- The number and type of claims received

8. Why do some contractors issue LCDs only for some states of their jurisdiction
and not all?

Because in the past there were more contractors. After Contracting Reform,
LCDs will be issued for all the states of the contractor’s jurisdiction.

9. In your opinion, does Medicare Contractor Reform will cause more
homogeneous policies between states or more divergent ones?

Contracting Reform will cause more homogeneous policies.

10. Did you have an experience of issuing an LCD that challenged the standard
of practice? Did the LCD have to be changed later?

Yes, as long as the LCD is based on clinical evidence from respected journals
or expert opinion, it will prevail. However, if other contractors cover a
procedure that we don’t cover, it will build pressure on us to cover it.

11. According to the Medicare Program Integrity Manual, “Contractors shall
implement new Least Costly Alternative (LCA) determinations through an LCD.
"Least Costly Alternative” is a national policy provision that shall be applied by
contractors when determining payment for all durable medical equipment
(DME). Contractors have the discretion to apply this principle to payment for
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non-DME services as well”, Why is the LCA principle mandatory onIy for DME
and not for other benefit categories?

LCAs are not used anymore even for DMEs, mainly due to a court
case/decision and legal pressure from the medical device and pharmaceutical
industry.

12. According to my analysis, from 193 procedures with NCDs currently in effect
(from the following benefit categories: Inpatient Hospital Services, Durable
Medical Devices, Diagnostic Laboratory Tests, Physician Services and Diagnostic
Tests), only 10 required Technology Assessments and only 12 required a
Medicare Evidence Development & Coverage Advisory Committee (MEDCAC),
leaving the majority of national decisions to the discretion of CMS authorities.
According to your opinion, should there be more decisions based on Technology
Assessments and MEDCACs? What is the main reason most decisions are not
based on them?

TAs and MEDCACs are expensive, that's why they are only used in NCDs and
even at a national level, they are used only for special cases. In addition to
being costly, this process is lengthy, and many times there is insufficient
evidence to sustain a majority consensus opinion.

Do you allow that your opinions appear on my thesis, which will be a publicly
available document? Yes

Do you want to maintain your identity as confidential while allowing your
opinions to appear on my thesis? Yes, absolutely.
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Interview 3. Dr. Richard Baer, Contractor Medical Director, National
Government Services, August 2010

1. According to your experience, are the majority of LCDs for a specific
procedure issued before the corresponding NCD? Do NCDs come later after the
necessity to have a policy becomes national?

There is not a direct correlation between the time frames for issuing NCDs
and issuing LCDs. NCDs are issued to establish whether something is covered
or not, and usually don’t assign billing codes. LCDs define under which
circumstances the items already covered by NCDs are reimbursed.

2. What are the main reasons to issue an LCD in the cases where there is already
an NCD?

To assign billing codes and in that way automate coverage decisions in the
computer system. Assigning billing codes at a national level would be too
much work for CMS, so it lets contractors to decide on that.

3. According to the Medicare Program Integrity Manual Chapter 13-Local
Coverage Determinations (04-25-08) “the DME MACs shall ensure that the
adopted LCDs are identical among the DME MACs”. Why is consistency between
LCDs (by different MACs) required for Durable Medical Equipment and not for
other benefit categories?

Since there are only four DME contractors, is easier for them to agree on
coverage policies. Instead of issuing NCDs, which is very costly to CMS, it
allows DME contractors to issue LCDs, which are the same for all and would
be the equivalent to issue an NCD. For other benefit categories, consistency is
not required because when the whole coverage system was planned, the idea
was to let contractors adapt coverage policies according to the local
standards of medical practice. But now, there is no reason to have variation in
medical practice across states, because medical practice is based on evidence
and it should be the same at a national level.

4. According to my analysis (based on the CMS Coverage Database), there is
consistency between different DME MACs LCDs (all are the same), however, LCD
criteria and limitations differ from NCDs in many cases. For other benefit
categories LCDs coverage criteria and limitations differ between MACs and
between LCDs and NCDs. According to your opinion, what do you think are the
causes of these discrepancies if LCDs shouldn't differ from NCDs? (In most of the
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cases, LCDs narrow the criteria or change limitations without necessarily
contradicting the NCD)

5. According to the same manual, “When an NCD or coverage provision in an
interpretive manual does not exclude coverage for other diagnoses/conditions,
contractors shall allow for individual consideration unless the LCD supports
automatic denial for some or all of those other diagnoses/conditions”. Most of
the discrepancies between NCDs and LCDs that I have detected in my study are
of this type (the NCD didn’t exclude coverage for certain diagnosis or conditions
while the LCD did). Why do you think this happens?

4 and 5. I wouldn’t call these discrepancies, since an LCD should never
contradict an NCD. What an LCD does, is to define more precisely coverage
exclusions not specified on an NCD, according to detected aberrant billing
patterns by the contractor. CMS leaves these exclusion decisions open to the
contractor’s discretion. LCDs are different between different contractors or
different states because sometimes more active members in the CACs
influence the accepted billing codes according to their specialties.

6. According to my analysis, some states are more active in issuing LCDs. Which
do you think are the main drivers of LCD issuing activity?

- Ambition of the CMD

- Staff available to the CMD for LCD issuing purposes

- More experienced CMDs are very active in issuing LCDs

- Contractors perform data analysis to detect aberrant billing patterns
and compare utilization patterns between states (CMS doesn’t perform these
kind of analysis). These aberrant billing patterns drive LCD issuing activity.

- I think issuing more LCDs is good for physicians, contractors and CMS.

7. In your opinion, does the current model to issue LCDs taking into account the
input from the Carrier Advisory Committee (CAC) from each state works? Does
the CAC reflects state-by-state medical practice differences when issuing LCDs?
Are these differences desirable? How does the CAC prioritizes for which
procedures is an LCD required?

The current model works well. Is not that CACs reflect state-by-state medical
practice differences, what happens is that CAC members have different levels
of expertise. CMDs without enough staff or efficient CACs copy other
contractor’s LCDs.
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The CAC doesn’t set the priorities for issuing LCDs. The contractor through its
CMD sets the priorities according to:

- Data analysis of medical review, overutilization and possible abuse.
The CMD gives priority to procedures that represent a significant amount of
money, that have significant clinical value or that pose a significant medical
risk. Contractors issue about 6 to 8 LCDs per session, having 3 sessions per
year.

8. Why do some contractors issue LCDs only for some states of their jurisdiction
and not all?

The discrepancies between LCDs in different states that are serviced by the
same contractor are due in the majority of cases to the state of affairs before
Contracting Reform. Contractor’s consolidation has homogenized LCDs that
were previously issued by different contractors. In general, there is
consistency between LCDs in states of the same jurisdiction.

9. In your opinion, does Medicare Contractor Reform will cause more
homogeneous policies between states or more divergent ones?

There will still be differences between states belonging to different
contractors but there will be no longer differences between Medicare Part A
and Part B policies because they will be serviced by the same contractor.

10. Did you have an experience of issuing an LCD that challenged the standard
of practice? Did the LCD have to be changed later?

When you challenge the standard of practice, you have to defend your
position with strong evidence. However, when there is strong political
pressure driven mainly from the industry, sometimes the contractor puts the
LCD on hold.

11. According to the Medicare Program Integrity Manual, “Contractors shall
implement new Least Costly Alternative (LCA) determinations through an LCD.
"Least Costly Alternative” is a national policy provision that shall be applied by
contractors when determining payment for all durable medical equipment
(DME). Contractors have the discretion to apply this principle to payment for
non-DME services as well”. Why is the LCA principle mandatory only for DME
and not for other benefit categories?

Due to recent legal issues, contractors no longer base their LCDs on LCAs.
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12. According to my analysis, from 193 procedures with NCDs currently in effect
(from the following benefit categories: Inpatient Hospital Services, Durable
Medical Devices, Diagnostic Laboratory Tests, Physician Services and Diagnostic
Tests), only 10 required Technology Assessments and only 12 required a
Medicare Evidence Development & Coverage Advisory Committee (MEDCAC),
leaving the majority of national decisions to the discretion of CMS authorities.
According to your opinion, should there be more decisions based on Technology
Assessments and MEDCACs? What is the main reason most decisions are not
based on them?

Many NCDs are not issued for new technologies, so they don’t require a TA or
a MEDCAC. Procedures where medical devices are used (as opposed to drugs)
are more subject to NCDs where TAs or MEDCACs are used, since the FDA
approval for medical devices assess the safety of the device more than its
clinical value, so further clinical evidence is needed to justify coverage,
usually based on TAs or MEDCACs.

Do you allow that your opinions appear on my thesis, which will be a publicly
available document?
Yes

Do you want to maintain your identity as confidential while allowing your
opinions to appear on my thesis?

I agree to disclose my identity
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Interview 4. Contractor Medical Director, August 2010

1. According to your experience, are the majority of LCDs for a specific
procedure issued before the corresponding NCD? Do NCDs come later after the
necessity to have a policy becomes national?

There is not a direct correlation between the time frames for issuing NCDs
and issuing LCDs. LCDs are issued to clarify coverage issues that are
problematic for providers and that increase the number of claims. These
issues are not specific in NCDs.

2. What are the main reasons to issue an LCD in the cases where there is already
an NCD?

To describe indications through billing codes not specified in NCDs.
Applicable billing codes are not contained in NCDs because CMS doesn’t have
the economic resources to determine billing codes, which is expensive. That’s
why it is left to contractor’s discretion.

3. According to the Medicare Program Integrity Manual Chapter 13-Local
Coverage Determinations (04-25-08) “the DME MACs shall ensure that the
adopted LCDs are identical among the DME MACs”. Why is consistency between
LCDs (by different MACs) required for Durable Medical Equipment and not for
other benefit categories?

This is a question for CMS.

4. According to my analysis (based on the CMS Coverage Database), there is
consistency between different DME MACs LCDs (all are the same), however, LCD
criteria and limitations differ from NCDs in many cases. For other benefit
categories LCDs coverage criteria and limitations differ between MACs and
between LCDs and NCDs. According to your opinion, what do you think are the
causes of these discrepancies if LCDs shouldn’t differ from NCDs? (In most of the
cases, LCDs narrow the criteria or change limitations without necessarily
contradicting the NCD)

5. According to the same manual, “When an NCD or coverage provision in an
interpretive manual does not exclude coverage for other diagnoses/conditions,
contractors shall allow for individual consideration unless the LCD supports
automatic denial for some or all of those other diagnoses/conditions”. Most of
the discrepancies between NCDs and LCDs that I have detected in my study are
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of this type (the NCD didn’t exclude coverage for certain diagnosis or conditions
while the LCD did). Why do you think this happens?

4 and 5. LCDs don’t contradict NCDs, they clarify coverage limitations not
specified in NCDs.

6. According to my analysis, some states are more active in issuing LCDs. Which
do you think are the main drivers of LCD issuing activity?

The main driver of LCD issuing activity is data analysis of medical necessity
criteria based on:

- Quality of care

- History of claims billing errors

- Billing abuse

- Historical problematic areas
An other driver, secondary to data analysis is budget and staff constraints.
LCDs and LCD edits are very costly to issue, to maintain and to update. Once
you have a new LCD you have to put it in the system. You have to choose very
well which procedures merit an LCD. But once you have an LCD in place, it
diminish the number of claims that have to be attended individually,
decreasing costs for contractors. LCDs diminish claims because the system
automatically looks for billing codes applicable to the procedure and
automatically denies or authorizes claims based on that.

7. In your opinion, does the current model to issue LCDs taking into account the
input from the Carrier Advisory Committee (CAC) from each state works? Does
the CAC reflects state-by-state medical practice differences when issuing LCDs?
Are these differences desirable? How does the CAC prioritizes for which
procedures is an LCD required?

LCDs and CACs reflect differences between states in medical practice. But the
priority of LCDs is data analysis. The CAC works only as an advisor to the
MCD and the contractor. This specific contractor uses work groups composed
of physicians, hospital administrators and advisors on top of the CAC.

8. Why do some contractors issue LCDs only for some states of their jurisdiction
and not all?

This doesn’t happen any more. When a contractor has LCDs that apply only
for some states, usually is because other states were previously managed by a
different contractor and they haven’t homogenized their policies. But new
policies should be issued for all states serviced by the same contractor.
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9. In your opinion, does Medicare Contractor Reform will cause more
homogeneous policies between states or more divergent ones?

Medicare Contractor Reform will produce more consistency between states.

10. Did you have an experience of issuing an LCD that challenged the standard
of practice? Did the LCD have to be changed later?

Not answered.

11. According to the Medicare Program Integrity Manual, “Contractors shall
implement new Least Costly Alternative (LCA) determinations through an LCD.
"Least Costly Alternative"” is a national policy provision that shall be applied by
contractors when determining payment for all durable medical equipment
(DME). Contractors have the discretion to apply this principle to payment for
non-DME services as well”. Why is the LCA principle mandatory only for DME
and not for other benefit categories?

CMS doesn’t allow contractors to use LCA criteria to issue LCDs because
recently there was a legal case (Hays vs Sebelius) won by a drug
manufacturer over a policy issued under LCA criteria.

12. According to my analysis, from 193 procedures with NCDs currently in effect
(from the following benefit categories: Inpatient Hospital Services, Durable
Medical Devices, Diagnostic Laboratory Tests, Physician Services and Diagnostic
Tests), only 10 required Technology Assessments and only 12 required a
Medicare Evidence Development & Coverage Advisory Committee (MEDCAC),
leaving the majority of national decisions to the discretion of CMS authorities.
According to your opinion, should there be more decisions based on Technology
Assessments and MEDCACs? What is the main reason most decisions are not
based on them?

CMS has a limited budget and limited staff, so it is very selective when it uses
a TA or a MEDCAC to issue an NCD.

Do you allow that your opinions appear on my thesis, which will be a publicly
available document?

Yes

82



Do you want to maintain your identity as confidential while allowing your
opinions to appear on my thesis?

Yes, confidential identity
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X. Glossary of abbreviations

AAMC- Association of American Medical Colleges

AHRQ-Agency of Healthcare Research and Quality

ALJ-Administrative Law Judge

APC-Ambulatory Payment Classification

CAC-Carrier Advisory Committee

CED-Coverage with Evidence Development

CMD-Contractor Medical Director

CMS-Centers for Medicare and Medicaid Services

CPT code-Billing code according to Current Procedural Terminology

DME MAC-Durable Medical Equipment Medicare Administrative Contractor
DME-Durable Medical Equipment

DMERC-Durable Medical Equipment Regional Carrier

ECRI-Emergency Care Research Institute

FAR-Federal Acquisition Regulation

FDA- Food and Drug Administration

FFS-Fee for service

FI-Fiscal Intermediary

GDP-Gross Domestic Product

HCFA- Health Care Financing Administration

HCPCS- Healthcare Common Procedure Coding System

HIPPA- Health Insurance Portability and Accountability Act

HMO-Health Maintenance Organization

ICD-9 code-Billing code according to the International Classification of
Diseases, 9th edition

IPPS-Inpatient Prospective Payment System

LCA-Least Costly Alternative

LCD-Local Coverage Determination

LMRP-Local Medical Review Policy

MAC-Medicare Administrative Contractor

MCO-Managed Care Organization

MEDCAC-Medicare Evidence Development & Coverage Advisory Committee
Medicare Contracting Reform- Provisions contained under section 911 of the
MMA

MedPAC-Medicare Payment Advisory Commission

MMA- Medicare Prescription Drug, Improvement, and Modernization Act
NCD-National Coverage Determination

NIH-National Institutes of Health

OPPS-Outpatient Prospective Payment System

POS-Point of Service

PPO-Preferred Provider Organization
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PSC-Program Safeguard Contractor

QIC-Qualified Independent Contractor

QIO-Quality Improvement Organization

RHHI- Regional Home Health and Hospice Intermediary
TA-Technology Assessment

The Act-Social Security Act
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