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|. Introduction

Introducing innovative
technologiesinto medical
practice and achieving
maximum clinical impact
requires more than solid
concepts, good science, and
Food and Drug Administration
(FDA) marketing approval. In
an age where high technology
frequently means high cost, it is
crucial that physicians and the
institutions in which they
practice receive appropriate
reimbursement from third party
payers for new technologies.
Arguably the most important of
these payers isthe Health Care
Financing Administration

(HCFA), which administers the
federal Medicare and Medicaid
programs. Understanding how
HCFA makes its coverage
decisionsiscritica to
developing strategies that will
result in the timely, appropriate
reimbursement of new medical
therapies.

[I. HCFA: Background and
M edicare Service
Reimbur sement Criteria

HCFA was established in 1977
as part of the Department of
Health and Human Services
(HHS) to administer the
Medicare and Medicaid
programs, titles X V111 and X1X

of the Social Security Act (the
Act), respectively. Although
Medicare was originally
designed to address the needs of
the elderly, coverage expanded
in 1973 to include the severely
disabled as well asindividuals
with kidney disease. In
administering Medicare, HCFA
makes determinations about
what medical items and services
are covered by the program.
Coverage determinations are
generally subject to limitations
within the Medicare statute,
regulations, policy precedent
and administrative instructions.
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A. “Reasonable and
Necessary” Requirement for
Coverage

Medicare law establishes broad
categories of covered benefits,
general limitations on coverage,
and specific exclusions under its
coverage policy.” “Covered”
benefits are those services, items
and procedures available to
beneficiaries for which
Medicare will pay. Covered
services under Part A include
inpatient hospital care, skilled
nursing facilities (SNF), home
health agencyEi;are (HHA), and
Hospice care™ Under part B,
covered services include
physician services, clinical lab
testing, durable medical
equipment, supplies, diagnostic
tests, ambulance services,
vaccinations, and certain
prescription drugs. Section
1862(a)(1)(A) of the Act
addresses only the general
nature of coverage, allowing
payment for medical items and
services under Part A and Part B
that are “reasonable and
necessary for the diagnosis or
treatment of illness or injury or
to improve the functioning ﬁf a
malformed body member.”
Actual coverage of specific
medical devices, surgical
procedures and diagnostic or
therapeutic servicesis not made
explicit in the Act.

B. Hospital Reimbur sement
Under Part A

Medicare provides hospital
reimbursement under “Part A”
of the program. Part A includes
inpatient hospital care, skilled
nursing facilities, Home Health
Agency care, and Hospice care.
Initially, reimbursement was on
afee-for-service basis, meaning
that the agency based payments
on the corresponding
reimbursements made by

commercial third-party payers.EI
This method, based on the
institution’s reported costs, g

proved extremely inflationary.
In response, Medicare began
restricting cost-based payments
and eventually enacted the
diagnosis related group
prospective payment system
(DRG-PPS), which
prospectively established
reimbursement levels. This
mechanism effectively shifts
financial risk to health care
providers.

Still in use today, the diagnosis
related groups (DRGSs) system
categorizes patientsinto groyps
for reimbursement purposes.
Each predetermined group has
corresponding diagnoses and
reimbursement rates. Between
DRGs, rates will differ
according to the level of services
and resources needed for
particular diagnoses and
treatments. Reimbursement
may then be adjusted to take
into account specific factors
affecting particular hospitals,
such asregional labor costs,
extremely expensive cases, and
existence of physician training
programs.

C. Physician Reimbursement
Under Part B

Medicare reimbursement of
physicians servicesis provided
under “Part B” of the program.
The history of Part B closely
paralelsthat of Part A.
Initially, reimbursement was
based O?ﬂa physician’s historical
charges.® In response to
considerable inflation, a new
payment system was
implemented in the 1990’s,
known as the resource based-
rel ativ& value schedule (RB-
RVS).

The RB-RVS establishes a
nominal value for each type of
service relative to other
services.™ The RVSis made up
of three cost components. The
physician work component
reflects the time and intensity of
the service provided. A practice
expense component reflects
costs such as office rental,
equipment rentals, and salaries.
Finally, the malpractice
component reflects expenses for
professional liability insurance.
The value from these three
components is then adjusted
according to aphysician’s
geographic location to allow
reimbursement to reflect
variation in the actual costs of
practice.

D. Medicare Plus Choice
Organization Reimbur sement
Under Part C

Medicare reimbursement of
organizations participating in
one of the risk-based Medicare
Plus Choice programsis
provided under “Part C" of the
program. The three main plans
under Part C are (1) coordinated
care plans which include Health
Maintenance Organizations
(HMOs), Provider-Sponsored
Organizations (PSOs) and
Preferred Provider
Organizations (PPOs), (2)
private unrestricted fee-for-
service plans, and (3) Medical
Savings Account plans.
Reimbursement for all three
types of plansisbased on a
combination of local and
national capitated rates
determined by the Secretary
pursuant to Section ﬂfi53 of the
Social Security Act.

Medicare Plus Choice
organizations receive monthly
payments in advance for all
individuals participating in the
program within a predetermined
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geographic area based on the
annual capitation rate ar&I
adjusted for risk factors™ The
basic risk factors utilized in
adjusting such payments include
age, disability, gender, and
ingtitutional status, factors
which take into account
variations in health care costs
based on the health status of the
individuﬁ participating in the
program.

1. HCFA Coverage Decision
Making Process

The process of making actual
coverage decisions under the
Medicare program is highly
decentralized. Although HCFA
isresponsible for the
administration of Medicare,
coverage determinations are
generally made by Medicare
fiscal intermediaries and
carriers, both of which are
referred to as“ contractors.”
These contractors include
private insurance companies,
and claims-payment contractors
located %oughout the

country.™ Intermediaries and
carriers contract with HCFA to
administer the Medicare
program at alocal level.™ Peer
review organizations (PROs) are
also involved in the process,
reviewing the medical necessity
and quality of care of services
provided to Medicare
beneficiaries. Apart from
national coverage decisions
issued by HCFA, intermediaries
and carriers hold considerable
discretion in making coverage
decisions.

bl

A. National Coverage
Decision Process

Recently, HCFA ingtituted a
national coverage decision
process to address conflicting
carrier policies, substantial
controversy among experts,

obsolete services or program
integrity. All national coverage
decisions are binding %I
Medicare contractors.

National coverage decisions are
initiated either internally by
HCFA, or through external
formal requests which normally
come from jnfermediaries and
contractors.

HCFA will only accept formal
requests that comply with the
agency’ s specifjc documentation
requirements= When HCFA
accepts arequest, aformal
review process begins. The
agency must ordinarily respond
to the requestor within 90 days
of recei EfIiIOf the completed
request.” Requests for coverage
concerning adevice or
pharmaceutical will only be
accepted %er official FDA
approval!

HCFA'’ s responses to requests
for national coverage decisions
vary. The agency may decide
not to take action, alowingfor
local contractor discretion.
Alternatively, if medical and
scientific information on the
specific issue is overwhelmingly
in favor of, or against coverage,
the agency may issue a national
non-coverage decision, a
national coverage decision with
limitations or a national
coverage decision without
limitations within their ninety
day timeframe.~* If theissueis
complex, controversial or very
broad, the agency may refer the
request to the Medicare
Coverage Advisory Committee
(MCAC) and possibly to an
independent third party
technology assessor for further
assessment; both HCFA and
MCAC are currently
formulating criteria which

qual ifyﬁﬁl issue for MCAC
review. HCFA isfreeto

accept or reject MCAC
recommendations.

HCFA'sintention to issue
national coverage decisions are
announced in decision
memoranda. However, national
coverage decisions are not
binding on Medicare contractors
until they are published in the
Federal Register as program
instructions or HCFA rulings.

I mplementation of a national
coverage decision regarding
medical serviceswill occur after
the establishment of code
determinations, payment levels
and issue claims processing
instructions. = The Center for
Health Plans and Providers
(CHPP) isresponsible for all
coding and billing instructions.
Generally, implementation will
occur within 180 days of the
first day of the next full calendar
guarter following the date the
nati onege_j:overage decision was
issued.

B. Medicare Contractor
Coverage Decision Process

In the absence of nationa
coverage decisionsissued by
HCFA, Medicare contractors are
responsible for deciding
coverage issues and adjudicating
claimsfor services within
established criteria, employing
their individual discretion.
HCFA provides guidance in
making coverage determinations
through Utilization and Quality
Control Peer Review
Organizations (PROs), and
Coverage | ssues Manuals, which
contain national_coverage
determinations.*= Contractors
may also utilize secondary
sources of guidance through
advisory groups, contact with
regional HCFA representatives
and direct contact with the
agency. Inaddition, Medicare
contractors may publish local
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medical review policies
(LMRPs) which explain specific
coverage determinations and
provide guidance to the general
public. However, LMRPs only

apply locally.

V. Special Circumstances:
Experimental Devices and
Conditional Coverage

The Social Security Act
provides that Medicare coverage
is appropriate only if the
proposed treatment is
“reasonable and necessary.”
HCFA has authority to
determine the scope of
“reasonable and necessary,”
which it has defined in the
context of devices as a product
that is safe and effective,

Bl

medicaly n y, and not
experimental .“~ The agency
considersthe term

“experimental” to be
Synonymous Witqﬁl
“invegtigational .”* Under this
reasoning, distribution of a
device under an Investigatiponal
Device Exemption (IDE)
demonstrated that its use was
not reasonable and necessary
within theﬁgpeani ng of
Medicare*~ Consequently,
coverage was denied for IDE-
covered devices that otherwise
lacked premarket notification
clearance under § 510(k) or
premarket approval.

In the aftermath of a series of
investigations of teaching
hospitals and Congressional
hearings, HCFA has recognized
that some | DE-covered devices
are actually refinements or
replications of existing
technologies.® Under these
circumstances, at least partial
evidence exists to support
device safety and effectiveness,
with IDE-covered clinical trials
required to gather additional
evidence. Given this partial
evidence, HCFA determined

that their use could be viewed as
reasonable and necessary for
reimbursement purposes, if
these products could be
identified among the vast
number of |DE-covered

devices.

A. Interagency Agreement

On September 8, 1995, FDA and
HCFA entered into an
interagency agreement, initiating
a categorization process that
differentiates between novel,
first of akind devices without
safety and effectiveness data,
and newer generatigns of legally
marketed devices.™ Under this
process, FDA assigns each IDE-
designated device into one of
two categories: category A,
experimental\investigational,

and category B, non-
experimental/investigational.
Category A contains innovative
class 1l devices™for which
absolute risk has not been
established and initial questions
of safety and effectiveness have
not been resolved. Productsin
category A are either completely
new class |11 devices or existing
class |1l devices significantly
modified for a new indication(s).

Category B is appropriate for
devicesin severa differ
regulatory circumstances.
Initially, it includes products
believed to bein class|, 11 or 111
and under investigation to
establish substantial equivalence
to a predicate device, aterm
used by FDA for legally
marketed products to which new
devices may demonstrate
similarity in operation and
clinical u%to gain market
approval .* It can include a
device believed to bein class 111
for which incremental risk is
unknown, but underlying
guestions of safety and
effectiveness have been

resolved. The latter may be
established by demonstrating
that the product has similar
technological characteristics and
clinical indicationsto a PMA-
approved device or has
technological changes that
represent advances to a device
that has already received PMA
approval, known as
“generational” changes. The
classification may also be
appropriate where aclass 111
deviceis comparable to a PMA-
approved device but is under
investigation for a new
indication without significant
modification. Finally, Category
B includes pre-amendments
class |1l devices covered IDE's
after the FDA required clinical
data under the premarket
approval process.

Category designation is
confidential information
between FDA, HCFA, and the
device' s sponsor, though the
IDE number and device
category are public information.
However, a health care provider
or supplier who knew or could
have reasonably known that the
device would not be covered
will not be reimbursed.

Whether the provider could have
reasonably known that the
device was not covered will
depend on whether the provider
received notices from HCFA,
intermediaries, carriers or PROs.
Knowledge can also be imputed
from Federal Register
publication of national coverage
decisions or other decisions
indicating noncoverage and
from the provider’s knowledge
of what are considered
acceptable standards of practice

by the local ical
community.&ed

Should the sponsor disagree
with FDA’s decision to place
their device in Category A, it
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may petition FDA for are-
evaluation. Asthe
categorization decision is
confidential, only the sponsor
can make such a petition. Only
after FDA has completed its re-
evaluation and concludes the
deviceis properly in Category A
can the sponsor request review
by HCFA, which limitsit review
to the FDA record. Given
FDA's agency expertisein
assessing device-related
scientific data, HCFA admits
that it will rely heavily O%l
FDA'’s recommendation.
However, HCFA retains the
authority to make the final
decision concerning Medicare
device categorization.

B. Application of the
Interagency Agreement

HCFA continuesto view
experimental/investigational
devices as falling short of the
“reasonable and necessary”
threshold for reimbursement,
and excludes coverage for
category A devices under this
rationale.*~ HCFA's acceptance
of acategory A designation
congtitutes a national coverage
decision and is binding on all
HCFA's contractors. In addition
to non-coverage of the device
itself, servicesrelated to the use
of acategory A device are also
not covered. Thisincludes care
rendered in preparation for use,
actual device use, and in patient
recovery and follow-up.
Complications arising from
noncovered device use may
reimbursed, provided they meset
all other Medicare requirements.

Placement of adevicein
category B does not ensure
Medicare coverage. Rather,
HCFA usesFDA's

categorization as a factor ir’E|
making coverage decisions.
HCFA reservestheright to
conduct an independent
assessment to determinewhether
it will extend coverage.** In
addition, the agency may restrict
coverage to alimited number of
patients participating ina FDA-
approved clinical tria .= For
example, HFCA has issued non-
coverage instructions on
category B devices such as
carotid stents.

Should HCFA elect coverage of
acategory B device, the rate of
reimbursement is based on, and
may not exceed, that currently
applied to products employed
for the same medical purpose.El
For devices requiring inpatient
treatment, the diagnosis related
group (DRG) prospective
payment system will ordinarily
be applied. If thedeviceis used
in an outpatient setting, then the
government either will pay
charges ill establish afee
schedulgﬂl

Ultimately, coverage decisions
will be made according to the
existing process and criteria
used by Medicare contractors
when making coverage
decisions for legally marketed
devices. Contractors are directed
to review the instructions HCFA
issuesto determineif the
category B deviceis potentially
covered. After determining that
adeviceis potentially covered,
the contractor must apply
HCFA'’slong-standing criteria
and procedures for making
coverage decisions. These
criteriainclude whether the
deviceis: 1) medically
necessary in the particular case
and whether the amount,
duration, and frequency of the
use or application of the service

is medically appropriate; 2)
furnished in accordance with
accepted standards of medical
practice; 3) furnished in a setting
appropriate to the patient’s
medical needs and condition.El
V. Conclusion

HCFA has established a
Medicare reimbursement system
that islargely decentralized and
difficult for the casual observer
to fully comprehend.

Regardless of complexity, its
reimbursement decisions have
the potential to significantly
affect clinical acceptance of new
technologies, and with it, patient
care. Itisincumbent on the
provider community to better
understand the system’s
operations, aswell asits
intrinsic strengths and
weaknesses. Only through such
knowledge may timely,
appropriate reimbursement
decisions be predictably
obtained and systemic
reimbursement issues
adequately addressed. By
learning more about HCFA and
its process, physicians and other
providers will not simply be
schooling themselvesin policy
and procedure, but ultimately
improving the care of their
patients.
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