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HUMAN SERVICES
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Services

42 CFR Parts 411 and 414
[CMS-1270-F]
RIN 0938-AN14

Medicare Program; Competitive
Acquisition for Certain Durable
Medical Equipment, Prosthetics,
Orthotics, and Supplies (DMEPOS) and
Other Issues

AGENCY: Centers for Medicare &
Medicaid Services (CMS), HHS.

ACTION: Final rule.

SUMMARY: This final rule establishes
competitive bidding programs for
certain Medicare Part B covered items of
durable medical equipment, prosthetics,
orthotics, and supplies (DMEPOS)
throughout the United States in
accordance with sections 1847(a) and
(b) of the Social Security Act. These
competitive bidding programs, which
will be phased in over several years,
utilize bids submitted by DMEPOS
suppliers to establish applicable
payment amounts under Medicare Part
B.

DATES: Effective Date: This final rule is
effective on June 11, 2007.

FOR FURTHER INFORMATION, CONTACT:
Lorrie Ballantine, (410) 786—7543, Ralph
Goldberg, (410) 786—4870, Karen Jacobs,
(410) 786—2173, Michael Keane, (410)
786—4495, Alexis Meholic, (410) 786—
5395, Linda Smith, (410) 786—5650.
SUPPLEMENTARY INFORMATION:

Electronic Access

This Federal Register document is
also available from the Federal Register
online database through GPO Access, a
service of the U.S. Government Printing
Office. Free public access is available on
a Wide Area Information Server (WAIS)
through the Internet and via
asynchronous dial-in. Internet users can
access the database by using the World
Wide Web; the Superintendent of
Documents’ home page address is
http://www.gpoaccess.gov/index.html,
by using local WAIS client software, or
by telnet to swais.access.gpo.gov, then
login as guest (no password required).
Dial-in users should use
communications software and modem
to call (202) 512—-1661; type swais, then
login as guest (no password required).

Alphabetical Listing of Acronyms
Appearing in This Final Rule

ABN Advance Beneficiary Notice

BBA Balanced Budget Act of 1997, Pub. L.
105-33

BESS [Medicare] Part B Extract and
Summary System

CBA Competitive bidding area

CBIC Competitive bidding implementation
contractor

CBSA Core-based statistical area

CMS Centers for Medicare & Medicaid
Services

CPI-U Consumer Price Index—All Urban
Consumers

CPT [Physician] Current Procedural
Terminology, Fourth Edition, 2007,
copyrighted by the American Medical
Association. CPT® is a trademark of the
American Medical Association

CY Calendar year

DME Durable medical equipment

DME MAC Durable Medical Equipment
Medicare Administrative Contractor

DMEPOS Durable medical equipment,
prosthetics, orthotics, and supplies

DMERC Durable medical equipment
regional carrier

DRA Deficit Reduction Act of 2005, Pub. L.
109-171

FAR Federal Acquisition Regulation

FEHB Federal Employees Health Benefits
Program

FFS Fee-for-service

FTE Full-time equivalent

GAO Government Accountability Office

HCPCS Healthcare Common Procedure
Coding System

HHA Home health agency

HHS Department of Health and Human
Services

HIPAA Health Insurance Portability and
Accountability Act of 1996, Pub. L. 104—
191

IIC Inflation indexed charge

IRF Inpatient rehabilitation facility

MMA Medicare Prescription Drug,
Improvement, and Modernization Act of
2003, Pub. L. 108-173

MSA Metropolitan Statistical Area

NAICS North American Industry
Classification System

NF Nursing facility

NPWT Negative pressure wound therapy

NSC National Supplier Clearinghouse

OBRA ’87 Omnibus Budget Reconciliation
Act of 1987, Pub. L. 100-203

OIG Office of the Inspector General, HHS

OTS Off-the-shelf

PAOC Program Advisory and Oversight
Committee

PEN Parenteral and enteral nutrition

POV Power-operated vehicle

RFB Request for bids

SADMERC Statistical Analysis Durable
Medical Equipment Regional Carrier

SBA Small Business Administration

SGD Speech generating device

SNF Skilled nursing facility

TENS Transcutaneous electrical nerve
stimulator
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Regulation Text

I. Provisions of the May 1, 2006
Proposed Rule

A. Summary of the Proposed Rule

On May 1, 2006, we published in the
Federal Register (71 FR 25654) a
proposed rule to—

o Establish and implement
competitive bidding programs for
certain covered items of durable
medical equipment, prosthetics,

orthotics, and supplies (DMEPOS)
under sections 1847(a) and (b) of the
Social Security Act (the Act), as
amended by section 302(b)(1) of the
Medicare Prescription Drug,
Improvement, and Modernization Act of
2003 (MMA), Pub. L. 108-173.

¢ Implement requirements for
independent accreditation organizations
that will be applying quality standards
to all DMEPOS suppliers as required by
section 1834(a)(20) of the Act. (We note
that, as explained later under section
VIL. of this final rule, we have finalized
certain provisions of the May 1, 2006
proposed rule relating to accreditation
in the DMEPOS provisions of a final
rule entitled “Inpatient Rehabilitation
Facility Prospective Payment System for
Federal FY 2007; Provisions Concerning
Competitive Acquisition for Durable
Medical Equipment, Prosthetics,
Orthotics, and Supplies (DMEPOS);
Accreditation of DMEPOS Suppliers,”
which appeared in the Federal Register
on August 18, 2006 (71 FR 48354) and
is referred to throughout this final rule
as the “FY 2007 IRF final rule.”)

o Establish a new fee schedule for
home dialysis supplies and equipment
that continue to be paid on a reasonable
charge basis. (We note that we will
respond to comments on this proposal
in a future final rule.)

e Establish a revised methodology for
calculating fee schedule amounts for
new DMEPOS items. (We note that we
will respond to comments on this
proposal in a future final rule.)

¢ Codify in our regulations that the
statutorily imposed eyeglass coverage
exclusion under Medicare Part B
encompasses all devices that use lenses
to aid vision or provide magnification of
images for impaired vision. (We note
that we will respond to comments on
this proposal in a future final rule.)

¢ Codify in regulations that the
Medicare fee schedule amount for
therapeutic shoes, inserts, and shoe
modifications are established in
accordance with the methodology
specified in sections 1833(o) and
1834(h) of the Act. (We note that we
will respond to comments on this
proposal in a future final rule.)

B. Public Comments Received

We received approximately 2,129
timely pieces of correspondence in
response to the May 1, 2006 proposed
rule. Except where indicated in section
II.B. of this final rule, this final rule
discusses the provisions of the May 1,
2006 proposed rule, summarizes the
public comments received on each
subject area, sets out our responses to
those comments, and sets forth our final
rules.
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II. Issuance of Final Rules

A. Issuance of the FY 2007 IRF Final
Rule Which Finalized Certain Provisions
Relating to Competitive Acquisition for
DMEPOS and the Accreditation of
DMEPOS Suppliers

To ensure timely implementation of
the Medicare DMEPOS Competitive
Bidding Program, we responded to
comments submitted on certain
provisions of the May 1, 2006 proposed
rule and finalized our proposals
concerning the designation of
competitive bidding implementation
contractors (CBICs), competitive bidding
education and outreach, and the
accreditation of DMEPOS suppliers in
the DMEPQOS provisions of the FY 2007
IRF final rule (71 FR 48354). We also
discussed in that final rule certain
issues relating to the establishment of
quality standards for DMEPOS suppliers
that will be applied by independent
accreditation organizations.

B. Future Issuance of a Final Rule on
Certain Other Provisions Addressed in
the May 1, 2006 Proposed Rule

We will respond to comments
submitted on certain provisions of the
May 1, 2006 proposed rule and finalize
our proposals concerning the following
provisions in a separate final rule that
will be published at a later date in the
Federal Register: (1) Establishment of a
new fee schedule for home dialysis
supplies and equipment that continue to
be paid on a reasonable charge basis; (2)
establishment of a revised methodology
for calculating fee schedule amounts for
new DMEPQOS items; (3) codification in
our regulations that the scope of the
eyeglass coverage exclusion under
Medicare Part B encompasses all
devices that use lenses to aid vision or
provide magnification of images for
impaired vision; and (4) codification in
our regulations that the Medicare fee
schedule amounts for therapeutic shoes,
inserts, and shoe modifications are
established in accordance with the
methodology specified in sections
1833(0) and 1834(h) of the Act.

III. Payment for DMEPOS Under
Medicare Part B: Background

A. Payment for DMEPOS on the Basis of
Reasonable Charges

Payment for most DMEPOS items,
including supplies and equipment,
furnished under Medicare Part B is
made through contractors known as
Durable Medical Equipment Medicare
Administrative Contractors (DME
MAG:s) (previously Durable Medical
Equipment Regional Carriers (DMERCs),
also known as Medicare carriers). Before

January 1, 1989, payment for most of
these items was made on a reasonable
charge basis by Medicare carriers.
Section 1842(b) of the Act sets forth the
methodology for determining reasonable
charges. Implementing regulations for
section 1842(b) of the Act are located at
42 CFR Part 405, Subpart E.

Reasonable charge determinations are
generally based on customary and
prevailing charges derived from historic
charge data, with the ““reasonable
charge” for an item being the lowest of
the following factors:

e The supplier’s actual charge for the
item.

e The supplier’s customary charge for
the item.

e The prevailing charge in the locality
for the item. The prevailing charge may
not exceed the 75th percentile of the
customary charges of suppliers in the
locality.

e The inflation indexed charge (IIC).
The IIC is defined in §405.509(a) of the
Medicare regulations as the lowest of
the fee screens used to determine
reasonable charges for services,
including supplies, and equipment paid
on a reasonable charge basis (excluding
physicians’ services), that is in effect on
December 31 of the previous fee screen
year, updated by the inflation
adjustment factor. The inflation
adjustment factor is based on the
current change in the Consumer Price
Index for All Urban Consumers (CPI-U),
as compiled by the Bureau of Labor
Statistics, for the 12-month period
ending June 30 each year.

B. Payment for DMEPOS Under Fee
Schedules

Section 1834 of the Act, as added by
section 4062 of the Omnibus Budget
Reconciliation Act of 1987 (OBRA ‘87),
Public Law 100-203, provides for
implementation of a fee schedule
payment methodology for most durable
medical equipment (DME), prosthetic
devices, and orthotic devices furnished
after January 1, 1989. Specifically,
sections 1834(a)(1)(A) and (B) and
1834(h)(1)(A) of the Act provide that
Medicare payment for these items is
equal to 80 percent of the lesser of the
actual charge for the item or the fee
schedule amount for the item. We
implemented this payment methodology
at 42 CFR Part 414, Subpart D of our
regulations. Sections 1834(a)(2) through
(a)(5) and section 1834(a)(7) of the Act,
and implementing regulations at
§414.200 through §414.232 (with the
exception of § 414.228), set forth
separate payment categories of DME and
describe how the fee schedule for each
of the following categories is
established:

¢ Inexpensive or other routinely
purchased items (section 1834(a)(2) of
the Act and §414.220 of the
regulations);

e Items requiring frequent and
substantial servicing (section 1834(a)(3)
of the Act and §414.222 of the
regulations);

e Customized items (section
1834(a)(4) of the Act and §414.224 of
the regulations);

¢ Oxygen and oxygen equipment
(section 1834(a)(5) of the Act and
§414.226 of the regulations);

e Other items of DME (section
1834(a)(7) of the Act and §414.229 of
the regulations).

Each category has its own unique
payment rules. With the exception of
customized items, a fee schedule
amount is calculated for each item or
category of DME that is identified by a
code in the Healthcare Common
Procedure Coding System (HCPCS). The
HCPCS is discussed in section III.C. of
this final rule. The Medicare payment
amount for a customized item of DME
is based on the Medicare carrier’s
individual consideration of that item.
The fee schedule amounts for oxygen
and oxygen equipment are monthly
payment amounts. Payment under the
DME benefit is made for supplies
necessary for the effective use of DME
(for example, lancets used with blood
glucose monitors). These supplies are
paid for using the same methodology
that we use to pay for the purchase of
inexpensive or routinely purchased
items.

The fee schedule amounts for DME
are generally adjusted annually by the
change in the CPI-U for the 12-month
period ending June 30 of the preceding
year. The fee schedule amounts are also
generally limited by a ceiling (upper
limit) and floor (lower limit) equal to
100 percent and 85 percent,
respectively, of the median of the
Statewide fee schedule amounts.

Since 1994, Medicare has paid for
most surgical dressings in accordance
with section 1834(i) of the Act and
§414.220(g) of the regulations, using the
same methodology as is used for
payment of purchased inexpensive or
routinely purchased DME.

Under section 1834(h) of the Act and
§414.228 of the regulations, payment
for prosthetic and orthotic devices is
made on a lump sum basis and is equal
to the lower of the fee schedule amount
calculated for the item or the actual
charge for the item, less any unmet
deductible amount. The fee schedule
amounts are calculated using a weighted
average of Medicare payments made in
the States in each of 10 CMS regions
from July 1, 1986, through June 30,
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1987, adjusted annually by the change
in the CPI-U for the 12-month period
ending June 30 of the preceding year.
The regional fee schedule amounts are
limited by a ceiling (upper limit) and
floor (lower limit) equal to 120 percent
and 90 percent, respectively, of the
average of the regional fee schedule
amounts for each State.

As authorized under section 1842(s)
of the Act and 42 CFR Part 414, Subpart
C of our regulations, Medicare pays for
parenteral and enteral nutrition (PEN)
nutrients, equipment, and supplies on
the basis of 80 percent of the lesser of
the actual charge for the item or the fee
schedule amount for the item
(§414.102(a)). The fee schedule
amounts for PEN items are calculated on
a nationwide basis and are the lesser of
the reasonable charges for CY 1995 or
the reasonable charges that would have
been used in determining payment for
these items in CY 2002 under the former
reasonable charge payment
methodology (§ 414.104(b)). The fee
schedule amounts are generally adjusted
annually by the percentage increase in
the CPI-U for the 12-month period
ending with June 30 of the preceding
year (§414.102(c)). Under §414.104(a),
payment for PEN nutrients and supplies
is made on a purchase basis, and
payment for PEN equipment that is
rented is made on a monthly basis. (We
note that we proposed to revise § 414.1
in the May 1, 2006 proposed rule to
specify that fee schedules were
established for PEN items in accordance
with our authority under section 1842(s)
of Act. We will address this proposal in
a final rule that will be published later
in the Federal Register.)

Section 1833(0)(2) of the Act, as
amended by section 627 of the MMA,
requires implementation of fee schedule
amounts, effective January 1, 2005, for
the purpose of determining payment for
custom molded shoes, extra-depth
shoes, and inserts (collectively,
“therapeutic shoes”). We stated in the
May 1, 2006 proposed rule that we
believe this section of the MMA is
largely self-implementing because it
mandates use of the methodology set
forth in section 1834(h) of the Act for
prosthetic and orthotic devices in
determining the fee schedule amounts
for therapeutic shoes. We implemented
the methodology for payment for
prosthetic and orthotic devices in
regulations at 42 CFR Part 414, Subpart
D, and section 627 of the MMA provides
that the same methodology shall apply
to therapeutic shoes. We implemented
section 627 of the MMA through
program instructions, and on January 1,
2005, Medicare began paying for
therapeutic shoes based on fee schedule

amounts determined in accordance with
section 1834(h) of the Act and Part 414,
Subpart D of our regulations.

Section 5101(a) of the Deficit
Reduction Act of 2005 (DRA), Public
Law 109-171, amended section
1834(a)(7)(A) of the Act to change the
way Medicare pays for capped rental
items. As a result, section
1834(a)(7)(A)(i)(I) of the Act now states
that payment for a capped rental item
may not extend over a period of
continuous use (as determined by the
Secretary) of longer than 13 months, and
section 1834(a)(7)(A)(i)(II) of the Act
sets forth how the 13 monthly rental
payment amounts are to be determined.
In addition, section 1834(a)(7)(A)(ii) of
the Act now provides that on the first
day that begins after the 13th
continuous month during which
payment is made for a capped rental
item, the supplier of the capped rental
item must transfer title to the item to the
Medicare beneficiary. Once the title has
transferred, or once a purchase
agreement for a power wheelchair has
been entered into in accordance with
section 1834(a)(7)(A)(iii) of the Act as
amended, section 1834(a)(7)(A)(@iv) of
the Act provides that reasonable and
necessary maintenance and servicing
payments (for parts and labor not
covered by the supplier’s or the
manufacturer’s warranty, as determined
by the Secretary to be appropriate for
the particular item) will be made. These
statutory changes apply only to capped
rental items whose first rental month
occurs on or after January 1, 2006. We
implemented section 5101(a) of the DRA
in a final rule, CMS-1304-F: Home
Health Prospective Payment System
Rate Update for Calendar Year 2007 and
Deficit Reduction Act of 2005; Changes
to Medicare Payment for Oxygen
Equipment and Capped Rental Durable
Medical Equipment, that was published
in the Federal Register on November 9,
2006 (71 FR 65884).

Section 5101(b) of the DRA amended
section 1834(a)(5) of the Act to limit
monthly rental payments for oxygen
equipment to a 36-month period of
continuous use (as determined by the
Secretary). On the first day that begins
after the 36th continuous month during
which payment is made for the oxygen
equipment, new section
1834(a)(5)(F)(ii)(I) of the Act provides
that the supplier must transfer title to
the equipment to the Medicare
beneficiary. Section
1834(a)(5)(F)(ii)(II)(aa) of the Act
provides that Medicare will continue to
make monthly payments for oxygen
contents for beneficiary-owned oxygen
equipment in the amounts recognized
under section 1834(a)(9) of the Act for

the period of medical need. However,
under section 1834(a)(5)(F)(ii)(II)(bb) of
the Act, maintenance and servicing
payments for beneficiary-owned oxygen
equipment (for parts and labor not
covered by the supplier’s or
manufacturer’s warranty) will be made
only if they are reasonable and
necessary. These statutory changes went
into effect on January 1, 2006. For
beneficiaries receiving Medicare-
covered oxygen equipment as of
December 31, 2005, the 36-month rental
period began on January 1, 2006. We
implemented section 5101(b) of the
DRA in a final rule, entitled CMS-1304—
F Home Health Prospective Payment
System Rate Update for Calendar Year
2007 and Deficit Reduction Act of 2005;
Changes to Medicare Payment for
Oxygen Equipment and Capped Rental
Durable Medical Equipment, that was
published in the Federal Register on
November 9, 2006 (71 FR 65884).

C. Use of the Healthcare Common
Procedure Coding System (HCPCS)

The Healthcare Common Procedure
Coding System (HCPCS) is a
standardized coding system used to
process claims submitted to Medicare,
Medicaid, and other health insurance
programs by providers, physicians, and
other suppliers. The HCPCS code set is
divided into the following two principal
subsystems, referred to as Level I and
Level II of the HCPCS:

e Level I of the HCPCS codes is
comprised of Current Procedural
Terminology (CPT) codes, which are
copyrighted by the American Medical
Association. CPT codes are a uniform
coding system consisting of descriptive
terms and identifying codes that are
used primarily to identify medical
services and procedures furnished by
physicians and other health care
professionals which are billed to public
or private health insurance programs.
CPT codes are developed, published,
and maintained by the American
Medical Association. CPT codes do not
include codes needed to separately
report medical items that are regularly
billed by suppliers other than
physicians.

e Level II of the HCPCS codes is a
standardized coding system used
primarily to identify products and
supplies that are not included in the
CPT codes, such as DMEPOS when used
outside a physician’s office.

e HCPCS Level II codes classify like
items by category for the purpose of
efficient claims processing. Assignment
of a HCPCS code is not a coverage
determination, and does not imply that
any payer will cover the items in the
code category. For some DMEPOS items,
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such as wheelchairs and wheelchair
cushions, minimum performance
standards must be met before an item
can be classified under a HCPCS code.
In October 2003, the Secretary delegated
authority under the Health Insurance
Portability and Accountability Act of
1996 (HIPAA) to CMS to maintain and
distribute the HCPCS Level II codes. In
the May 1, 2006 proposed rule, we
proposed that the HCPCS Level II codes
would be used to describe the DME,
orthotic, and enteral nutrients,
equipment, and supplies furnished
under the Medicare DMEPOS
Competitive Bidding Program, both for
the purpose of requesting bids and for
establishing payment amounts.

IV. Medicare Competitive Bidding
Demonstrations

Prior to enactment of the MMA,
section 4319 of the Balanced Budget Act
of 1997 (BBA), Pub. L. 105-33,
authorized implementation of up to five
demonstration projects of competitive
bidding for Medicare Part B items,
except physician services. In accordance
with section 4319 of the BBA, we
planned and implemented the DMEPOS
Competitive Bidding Demonstration to
test the feasibility and program impacts
of using competitive bidding to set
prices for DMEPOS. The demonstration
was implemented at two sites: Polk
County, Florida, and in the San
Antonio, Texas, Metropolitan Statistical
Area (MSA). The competitive bidding
demonstrations, authorized under the
BBA, were implemented successfully in
both demonstration sites from 1999 to
2002, resulted in a substantial savings to
the program, and offered beneficiaries
sufficient access and quality products.

At the first site, Polk County, Florida,
we conducted the first of two rounds of
bidding in 1999. Five categories of
DMEPOS were put up for bidding:
oxygen equipment and supplies
(required by statute); hospital beds and
accessories; enteral nutrition formulas
and equipment; urological supplies; and
surgical dressings. A total of 16 contract
suppliers began providing
demonstration products in Polk County
on October 1, 1999, and continued for
2 years. The second and final round of
bidding in Polk County was conducted
in 2001 for the same product categories
minus enteral nutrition. (Enteral
nutrition was dropped to retain only
product categories that are
overwhelmingly used in private homes.)
The second set of competitively bid
payment amounts took effect in October
2001. As in round one, 16 suppliers
were selected, of whom half had
participated as winners previously. The
new fee schedules developed from the

bids in each round replaced the
Statewide Medicare DMEPOS fees. The
second round of the demonstration in
Polk County ended in September 2002.

Texas was the second site for the
demonstration. In Bexar, Comal, and
Guadalupe counties in the San Antonio
MSA, we conducted bidding in 2000 for
five kinds of DMEPOS: oxygen
equipment and supplies; hospital beds
and accessories; wheelchairs and
accessories; general orthotics; and
nebulizer drugs. Fifty-one suppliers
were selected and began serving
Medicare beneficiaries under the new
fees in February 2001. The San Antonio
site ended operations in December 2002,
the statutorily required termination date
in the BBA.

In each area of evaluation, the data
indicated mostly favorable results for
the Medicare program. The
demonstration led to lower Medicare
fees for almost every item in almost
every product category in each round of
bidding. Fee reductions varied by
product category and item, resulting in
a nearly 20 percent overall savings at
each site. Statistical and qualitative data
indicate that beneficiary access and
quality of services were essentially
unchanged.

The DMEPOS Competitive Bidding
Demonstration offered valuable
information for understanding the
impacts of competitive bidding for
Medicare services. This information is
especially important now because
section 302(b) of the MMA mandates a
larger role for competitive bidding
within the Medicare program by
requiring the Secretary to implement
competitive bidding programs for the
furnishing of certain DME and
associated supplies, enteral nutrition
and associated supplies, and off-the-
shelf (OTS) orthotics. In addition,
section 303(d) of the MMA required the
Secretary to implement a competitive
bidding program for certain Medicare
Part B drugs not paid on a cost or
prospective payment system basis, and
section 302(b) of the MMA requires that
competitive bidding demonstration
projects be implemented for clinical
laboratory services and managed care.

V. Discussion of the Provisions of This
Final Rule

In this final rule we are adding new
sections to 42 CFR Part 414, Subpart F
that implement rules relating to the
Medicare DMEPOS Competitive Bidding
Program. A discussion of the specific
provisions of the proposed rule, a
summary of the public comments we
received and our responses to those
comments are presented in sections VI
through XVII. of this final rule. We

present a regulatory impact analysis of
the provisions of this final rule in
section XVIII. of this final rule. The
regulation text appears at the end of this
final rule.

VI. Medicare DMEPOS Competitive
Bidding Program

A. Legislative Authority and Program
Advisory and Oversight Committee

1. Legislative Authority

Section 302(b)(1) of the MMA (Pub. L.
108-173) amended section 1847 of the
Act to require the Secretary to establish
and implement programs under which
competitive bidding areas (CBAs) are
established throughout the United
States for contract award purposes for
the furnishing of certain competitively
priced items for which payment is made
under Medicare Part B (the ‘“Medicare
DMEPOS Competitive Bidding
Program”). Section 1847(a)(2) of the Act
provides that the items and services to
which competitive bidding applies are
certain durable medical equipment
(DME) and medical supplies, which are
covered items (as defined in section
1834(a)(13) of the Act) for which
payment would otherwise be made
under section 1834(a) of the Act,
including items used in infusion and
drugs, (other than inhalation drugs) and
supplies used in conjunction with DME,
but excluding class III devices under the
Federal Food, Drug and Cosmetic Act;
enteral nutrients, equipment and
supplies (as described in section
1842(s)(2)(D) of the Act); and OTS
orthotics (as described in section
1861(s)(9) of the Act) for which payment
would otherwise be made under section
1834(h) of the Act and which require
minimal self-adjustment. In addition,
sections 1847(a) and (b) of the Act
specify certain requirements and
conditions for implementation of the
Medicare DMEPOS Competitive Bidding
Program.

Competitive bidding provides a way
to harness marketplace dynamics to
create incentives for suppliers to
provide quality items in an efficient
manner and at a reasonable cost to the
program. In our view, the Medicare
DMEPOS Competitive Bidding Program
has five main objectives:

e To implement competitive bidding
programs for certain DMEPQOS items.

e To assure beneficiary access to
quality DMEPOS as a result of the
program.

¢ To reduce the amount Medicare
pays for DMEPOS and create a payment
structure under competitive bidding
that is more reflective of a competitive
market.
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e To limit the financial burden on
beneficiaries by reducing their out-of-
pocket expenses for DMEPOS they
obtain through the program.

¢ To contract with suppliers that
conduct business in a manner that is
beneficial for the program and for
Medicare beneficiaries.

As discussed in section IV. of this
final rule, the Medicare DMEPOS
competitive bidding demonstration
projects that were conducted prior to
the enactment of the MMA offered
valuable information for understanding
the impacts of competitive bidding for
Medicare services. This information, in
part, led to the adoption of section
302(b) of the MMA, which requires that
the Secretary implement competitive
bidding programs for the furnishing of
certain DMEPOS under the Medicare
program.

2. Program Advisory and Oversight
Committee

Section 1847(c) of the Act, as
amended by section 302(b)(1) of the
MMA, required the Secretary to
establish a Program Advisory and
Oversight Committee (PAOC) to provide
advice to the Secretary with respect to
the following functions:

e The implementation of the
Medicare DMEPOS Competitive Bidding
Program.

e The establishment of financial
standards for entities seeking contracts
under the Medicare DMEPOS
Competitive Bidding Program, taking
into account the needs of small
providers.

e The establishment of requirements
for collection of data for the efficient
management of the Medicare DMEPOS
Competitive Bidding Program.

e The development of proposals for
efficient interaction among
manufacturers, providers of services,
suppliers (as defined in section 1861(d)
of the Act), and individuals.

¢ The establishment of quality
standards for DMEPOS suppliers under
section 1834(a)(20) of the Act.

In addition, section 1847(c)(3)(B) of
the Act authorizes the PAOC to perform
such additional functions to assist the
Secretary in carrying out the Medicare
DMEPOS Competitive Bidding Program
as the Secretary may specify.

As authorized under section
1847(c)(2) of the Act, the PAOC
members were appointed by the
Secretary and represent a broad mix of
relevant industry, consumer, and
government parties. Specifically, the
membership roster includes two
beneficiary/consumer representatives,
four manufacturer representatives, five
supplier representatives, three

certification/standards representatives,
six Federal and State program
representatives, one physician, and one
pharmacist. The representatives have
expertise in a variety of subject matter
areas, including DMEPOS, competitive
bidding methodologies and processes,
and rural and urban marketplace
dynamics.

We held the first PAOC meeting,
which was announced in a Federal
Register notice (69 FR 31125), at the
CMS Headquarters on October 6, 2004.
We held the second meeting on
December 6 and 7, 2004. We have held
two additional PAOC meetings in 2005
and 2006 during which we, along with
our contractor, RTI International,
presented material to both the PAOC
and the public relating to the provisions
that are outlined in the proposed rule
and in this final rule. The topics that we
presented included—

e Medicare’s timeline for
implementation of the Medicare
DMEPOS Competitive Bidding Program;

o Results of the Medicare competitive
bidding demonstration projects
authorized by section 4319 of the BBA;

o Structure of the Medicare DMEPOS
Competitive Bidding Program;

o Existing non-Medicare competitive
bidding programs for DMEPOS;

e Program design options for the
Medicare DMEPOS Competitive Bidding
Program;

e (Criteria for selecting Metropolitan
Statistical Areas (MSAs) in which
competition under the Medicare
DMEPOS Competitive Bidding Program
will occur in both CYs 2007 and 2009;

o Criteria for selecting items for
competitive bidding;

¢ Bidding process overview;

e Methodology for setting single
payment amounts for competitively bid
items;

e Capacity of DMEPOS suppliers and
beneficiary utilization of DMEPOS;

¢ Financial capabilities of bidding
suppliers;

¢ Exception authority under section
1847(a)(3) of the Act for rural areas and
areas with low population density
within urban areas that are not
competitive; and

e Quality standards and accreditation
procedures applicable to DMEPOS
suppliers.

In addition to the PAOC meetings, we
have designed and implemented a CMS
Web site at http://cms.hhs.gov/
CompetitiveAcqforDMEPOS/PAOCMI/
list.asp specifically for the public to
have access to all PAOC presentations,
minutes, and updates for the Medicare
DMEPOS Competitive Bidding Program.
In accordance with section 1847(c)(5) of
the Act, the PAOC will continue to

operate until December 31, 2009. Future
PAOC meeting dates, as well as other
information pertinent to the Medicare
DMEPOS Competitive Bidding Program,
can be found on the CMS Web site.

B. Purpose and Definitions (§§ 414.400
and 414.402)

In the May 1, 2006 proposed rule, we
proposed in § 414.400 to state that the
purpose of 42 CFR Part 414, Subpart F
would be to implement the Medicare
DMEPOS Competitive Bidding Program
for certain DMEPOS items as required
by sections 1847(a) and (b) of the Act.

As set forth in proposed §414.402, we
proposed to define certain frequently
occurring terms that would be used in
competitive bidding. Specifically, we
proposed to define the following terms:

Bid means an offer to furnish an item
for a particular price and time period
that includes, where appropriate, any
services that are directly related to the
furnishing of the item.

Competitive bidding area (CBA)
means an area established by the
Secretary under this subpart [42 CFR
Part 414, Subpart F]. (We note that the
definition language included in the
preamble of the proposed rule was
inconsistent with the definition
language in the proposed regulation
text, which was correct.)

Composite bid means the sum of a
bidding supplier’s weighted bids for all
items within a product category for
purposes of allowing a comparison
across bidding suppliers.

Competitive bidding program means a
program established under this subpart
[42 CFR Part 414, Subpart F]. (We note
that the definition language included in
the preamble of the proposed rule was
inconsistent with the definition
language in the proposed regulation
text, which was correct.)

Contract supplier means an entity that
is awarded a contract by CMS to furnish
items under a competitive bidding
program.

DMEPOS stands for durable medical
equipment, prosthetics, orthotics and
supplies.

Grandfathered item means any one of
the following items for which payment
is made on a rental basis prior to the
implementation of a competitive
bidding program under this subpart [42
CFR Part 414, Subpart F]:

(1) An inexpensive or routinely
purchased item described in § 414.220.
(2) An item requiring frequent and
substantial servicing as described in

§414.222.
(3) Oxygen and oxygen equipment
described in §414.226.
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(4) A capped rental item described in
§414.229.

Grandfathered supplier means a
noncontract supplier that furnishes a
grandfathered item.

Item means one of the following
products identified by a HCPCS code,
other than class III devices under the
Federal Food, Drug and Cosmetic Act
and inhalation drugs, and includes the
services directly related to the
furnishing of that product to the
beneficiary:

(1) Durable medical equipment
(DME), as defined in §414.202 and
further classified into the following
categories:

(i) Inexpensive or routinely purchased
items, as specified in § 414.220(a);

(ii) Items requiring frequent and
substantial servicing, as specified in
§414.222(a);

(iii) Oxygen and oxygen equipment,
as specified in § 414.226(b).

(iv) Other DME (capped rental items),
as specified in §414.229.

(2) Supplies necessary for the
effective use of DME.

(3) Enteral nutrients, equipment, and
supplies.

(4) Off-the-shelf orthotics, which are
orthotics described in section 1861(s)(9)
of the Act that require minimal self-
adjustment for appropriate use and do
not require expertise in trimming,
bending, molding, assembling, or
customizing to fit a beneficiary.

Item weight is a number assigned to
an item based on its beneficiary
utilization rate in a competitive bidding
area when compared to other items in
the same product category.

Metropolitan Statistical Area (MSA)
has the same meaning as that given by
the Office of Management and Budget.

Nationwide competitive bidding area
means a competitive bidding area that
includes the United States and its
territories.

Noncontract supplier means a
supplier that is located in a competitive
bidding area or that furnishes items
through the mail to beneficiaries in a
competitive bidding area but that is not
awarded a contract by CMS to furnish
items included in a competitive bidding
program for that area.

Physician has the same meaning as in
section 1861(r)(1) of the Act.

Pivotal bid means the highest
composite bid based on bids submitted
by a suppliers for a product category
that will include a sufficient number of
suppliers to meet beneficiary demand
for the items in that product category.

Product category means a grouping of
related items that are included in a
competitive bidding program.

Single payment amount means the
allowed payment for an item furnished
under a competitive bidding program.

Supplier means an entity with a valid
Medicare supplier number, including an
entity that furnishes an item through the
mail.

Treating practitioner means a
physician assistant, nurse practitioner,
or clinical nurse specialist, as those
terms are defined in section 1861(aa)(5)
of the Act.

Weighted bid means the item weight
multiplied by the bid price submitted
for that item.

Comment: Several commenters
supported the definitions of “bid” and
“item”” because these definitions
acknowledge that services are involved
in the delivery of products to Medicare
beneficiaries. One commenter suggested
that Medicare competitively bid class III
devices, which appear to be excluded
under the proposed definition of
“item.”

Response: We appreciate the
commenters’ support. Section
1847(a)(2)(A) of the Act specifically
excludes class Il devices under the
Federal Food, Drug, and Cosmetic Act
from the Medicare DMEPOS
Competitive Bidding Program.
Therefore, we do not have the authority
to conduct competitive bidding for these
items. We are clarifying in the definition
of “item” that the DME excludes class
III devices under the Federal Food, Drug
and Cosmetic Act as defined in
§414.402 and that inhalation drugs are
not included in the term “supplies
necessary for the effective use of DME.”
We are also revising the regulatory
cross-reference for “‘oxygen and oxygen
equipment.”’

We agree with the commenters that
the definition of an item should
acknowledge what is included in an
item for which bids are being submitted.
Therefore, in this final rule, we are
revising the definition of “‘item” to
indicate that although we will always
identify the product by its HCPCS code,
we may combine several codes to form
one competitively bid item or specify a
particular method by which the item is
furnished. For example, if we were to
include diabetic test strips in a mail-
order competitive bidding program, we
would identify the item by its HCPCS
code and indicate that the product is to
be furnished only by mail. We are
making this change because we need to
be able to modify HCPCS codes or
combine HCPCS codes to identify the
items for which we will be conducting
competitive bidding because HCPCS
codes, by themselves, do not always
fully define the items for which we wish
to solicit competitive bids. We further

discuss this revision in section VL.B. of
this final rule. Therefore, in this final
rule, we have revised the definition of
“item” to specify that an item for
purposes of competitive bidding may be
comprised of two or more products
identified by different HCPCS codes
and/or modifiers and that these codes
may be defined based on how a product
is furnished (for example, by mail).

Comment: One commenter stated that
the definitions for the “composite bid”
and the “single payment amount” for
the individual items should include all
the costs associated with training the
beneficiary and properly putting
equipment in place to ensure the safe
administration of a piece of DMEPOS in
a beneficiary’s home.

Response: We are not changing the
definitions of “composite bid”” and
“single payment amount” because these
definitions are based upon the bids,
which, by definition, include any
services that are directly related to the
furnishing of the item to the beneficiary.
In addition, to the extent that the service
component is included in the
definitions of “bid” and “item,” the
“composite bid” and the “‘single
payment amount” calculated for each
item would reflect the costs of services
associated with furnishing that item to
a beneficiary.

Comment: Several commenters
suggested that the proposed definition
of “noncontract supplier” does not
address suppliers that are physically
located outside of a CBA, yet provide
services to beneficiaries whose
permanent address is inside a CBA. One
commenter suggested that the definition
read: “A supplier that furnishes items to
beneficiaries in a competitive bidding
area, but that is not awarded a contract
by Medicare to furnish items included
in the competitive bidding program for
that area.”

Response: Our proposed definition of
the term “noncontract supplier” only
included suppliers located in a CBA or
that mailed items to beneficiaries in a
CBA. However, we recognize the
commenter’s concerns that this
definition would not capture suppliers
that are located outside the CBA but that
furnish items to beneficiaries who
maintain a permanent residence in a
CBA. Therefore, we are revising the
definition of the term ‘“‘noncontract
supplier” in this final rule to mean: “a
supplier that is not awarded a contract
by CMS to furnish items included in a
competitive bidding program.”

Comment: Many commenters
suggested that the definition of
“physician” be expanded to allow
podiatrists, optometrists and dentists to
prescribe a particular brand or mode of
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delivery of DMEPOS, along with
physician assistants, nurse practitioners,
and clinical nurse specialists. The
commenters asserted that this expansion
would allow a variety of qualified
practitioners, in addition to physicians,
to prescribe particular brands or modes
of delivery where appropriate. The
commenters requested that the
definition of physician be changed from
that specified in section 1861(r)(1) of the
Act to that specified in section 1861(r)
of the Act.

Response: We agree with the
commenters and are revising the
definition of ““physician” applicable in
this final rule to have the same meaning
as in section 1861(r) of the Act. We
believe that this revision is consistent
with the intent of the 1847(a)(5)(A) as it
reflects which professionals would be
ordering Medicare-covered items under
the Medicare DMEPOS Competitive
Bidding Program. In addition, we are
finalizing the definition that we had
proposed that a treating practitioner
means a physician assistant, nurse
practitioner, or clinical nurse specialist,
as defined in section 1861(aa)(5) of the
Act. In ordering DMEPOS under the
Medicare program, these treating
practitioners can specify a particular
brand or mode of delivery for an item,
which would be paid at the single
payment amount.

After consideration of the public
comments received, we are finalizing
proposed §414.400 with only a
technical change to the heading of the
section (changing the heading from
“Basis” to “Purpose and Basis”). In
addition, we are revising the definitions
of “item,” “noncontract supplier,” and
“physician” in § 414.402 as discussed
above. We are also revising the
definitions of several other terms in
§414.402, as well as adding new
definitions. Below we state the revised
and new definitions and indicate where
a full discussion of each change can be
found in this final rule:

e Revising the regulatory reference to
the oxygen payment classes in the
definition of “item” so that the
definition now references
§414.226(c)(1) instead of § 414.225(b).
We discuss this revision in section
VIL.G.6 of this final rule.

¢ Revising the definition of “item
weight” by removing the phrase “in a
competitive bidding area” and adding
the phrase “using national data” in
referencing the beneficiary utilization
rate. We discuss this revision in section
VI.D.2. (Evaluation of Bids) of this final
rule.

¢ Adding a definition of “mail order
contract supplier” to mean a contract
supplier that furnishes items through

the mail to beneficiaries who maintain
a permanent residence in a competitive
bidding area.” This new definition is
discussed in section V.LE.5. of this final
rule.

e Adding a definition of “minimal
self-adjustment” to mean “an
adjustment that the beneficiary,
caretaker for the beneficiary, or supplier
of the device can perform and does not
require the services of a certified
orthotist (that is, an individual certified
by either the American Board for
Certification in Orthotics and
Prosthetics, Inc., or the Board for
Orthotist/Prosthetist Certification) or an
individual who has specialized training.
This new definition is discussed in
section VLF. of this final rule.

¢ Adding a definition of “nationwide
mail order contract supplier” to mean a
mail order contract supplier that
furnishes items in a nationwide
competitive bidding area, and a
definition of “‘regional mail order
contract supplier” to mean a mail order
contract supplier that furnishes items to
any Medicare beneficiary residing
within a certain region(s) that are
designated as CBAs and are located
within the United States, its Territories,
or the District of Columbia, as discussed
in section VLE.5. of this final rule.

o Adding a definition of “network” to
mean a group of small suppliers that
form a legal entity that submits a bid to
furnish competitively bid items in a
CBA, and that meets additional
requirements. This change is discussed
in section XII. of this final rule.

e Revising the definition of “pivotal
bid” to mean the “lowest composite bid
based on bids submitted by suppliers for
a product category that includes a
sufficient number of suppliers to meet
beneficiary demand for the items in that
product category.” We consider this
revision to be a clarification that the
pivotal bid is the lowest composite bid
in terms of the bid amounts submitted
by the suppliers rather than the highest
composite bid that includes sufficient
number of suppliers to meet demand, as
discussed in section VIL.D.3. of this final
rule.

o Revising the definition of “product
category” to mean “‘a grouping of related
items that are used to treat a similar
medical condition”, as discussed in
section VI.G.5. of this final rule.

o Adding a definition of “regional
competitive bidding area “to mean” a
CBA that consists of a region of the
United States, its Territories, and/or the
District of Columbia”as discussed in
section VLE.5. of this final rule.

¢ Adding a definition of “small
supplier” to mean the “‘a supplier that
generates gross revenue of $3.5 million

or less in annual receipts including
Medicare and non-Medicare revenue,”
as discussed in section XII. of this final
rule.

We are also making the following
technical changes to proposed
§414.402:

e Revising the definition of
“competitive bidding program” to
clarify that such a program established
under 42 CFR Part 414, Subpart F
occurs “within a designated CBA.”

e Clarifying the introductory language
of the definition of “grandfathered
item” to read: “‘any one of the following
items for which payment is made on a
rental basis prior to the implementation
of a competitive bidding program and
for which payment is made after
implementation of a competitive
bidding program to a grandfathered
supplier that continues to furnish items
in accordance with §414.408(j).”

e Revising the definition of
“grandfathered supplier”” to mean a
noncontract supplier “that chooses to
continue to furnish grandfathered items
to a beneficiary in a CBA.”

e Revising the definition of a
“nationwide competitive bidding area”
to mean a CBA that includes the United
States, its Territories, and the District of
Columbia.”

We are finalizing all of the other
definitions in proposed § 414.402
without modification.

C. Competitive Bidding Implementation
Contractors (CBICs) (§§ 414.406(a) and
(e)

Section 1847(b)(9) of the Act provides
that the Secretary may contract with
appropriate entities to implement the
Medicare DMEPOS Competitive Bidding
Program. Section 1847(a)(1)(C) of the
Act also authorizes the Secretary to
waive such provisions of the Federal
Acquisition Regulation (FAR) as are
necessary for the efficient
implementation of this section, other
than provisions relating to
confidentiality of information and such
other provisions as the Secretary
determines appropriate.

In the May 1, 2006 proposed rule (71
FR 25661), we proposed to designate
one or more competitive bidding
implementation contractors (CBICs) for
the purpose of implementing the
Medicare DMEPOS Competitive Bidding
Program (proposed § 414.406(a)). We
also stated that we envisioned the
program would have six primary
functions, including overall oversight
and decision making, operation design
functions (including the design of both
bidding and outreach material
templates, as well as program
processes), bidding and evaluation,
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access and quality monitoring, outreach
and education, and claims processing.

As we stated earlier, under the
DMEPOS provisions of the FY 2007 IRF
final rule (71 FR 48354), we addressed
the public comments we received on the
proposed provisions relating to
implementation contractors under the
Medicare DMEPOS Competitive Bidding
Program and finalized regulations at
§414.406(a), which allows us to
designate one or more CBICs for the
purpose of implementing the program,
and at §414.406(e), which codifies our
proposal to have the regional carrier
(now referred to as a Durable Medical
Equipment Medicare Administrative
Contractor, or DME MAC) that would
otherwise be processing claims for a
particular geographic region also
process claims for items furnished
under a competitive bidding program in
the same geographic region. In the same
final rule, we also finalized our policy
regarding the elements of performance
that will be included in a contract we
enter into with a CBIC.

D. Payment under the Medicare
DMEPOS Competitive Bidding Program

1. Payment Basis (§§ 414.408(a), (c), and
(d))

Section 1847(b)(5) of the Act
mandates that a single payment amount
be established for each item in each
CBA based on the bids submitted and
accepted for that item. Medicare
payment for the item is then made on
an assignment-related basis equal to 80
percent of the applicable single payment
amount, less any unmet Part B
deductible described in section 1833(b)
of the Act. Section 1847(a)(6) of the Act
requires that this payment basis be
substituted for the payment basis
otherwise applied under section 1834(a)
of the Act for DME, section 1834(h) of
the Act for OTS orthotics, or section
1842(s) of the Act for enteral nutrients,
equipment, and supplies, as
appropriate.

As discussed in detail in section II.C.
of the May 1, 2006 proposed rule (71 FR
25662), we proposed that payment to
the contract supplier would be based on
the single payment amount for the item
in the CBA where the beneficiary
maintains a permanent residence
(proposed §414.408(a)(1)). If an item
that is included in a competitive
bidding program is furnished to a
beneficiary who does not maintain a
permanent residence in a CBA, the
payment basis for the item would be 80
percent of the lesser of the actual charge
for the item, or the applicable fee
schedule amount for the item (proposed
§414.408(a)(2)). We also proposed that

implementation of a competitive
bidding program would not preclude
the use of an advanced beneficiary
notice (ABN) to allow beneficiaries to
make informed consumer choices
regarding whether to obtain items for
which Medicare might not make
payment (proposed §414.408(d)).
Finally, as required under section
1847(b)(5)(C) of the Act, we proposed in
§414.408(c) that payment for an item
furnished under a competitive bidding
program would be made on an
assignment-related basis.

Comment: Several commenters stated
that basing payment amounts on the
CBA where the beneficiary maintains a
permanent residence, and not on the
location where the item is furnished,
may cause suppliers to be paid less than
the single payment amount in their area.
They recommended that CMS allow
payment to be made at the payment
amount for the area where the item is
furnished. The commenters pointed out
that it will also be difficult for contract
suppliers to determine what the single
payment amount is for beneficiaries
who reside outside their CBA.

Response: Medicare currently pays for
all DMEPOS items based on the
payment amount applicable for the
primary residence of the beneficiary,
regardless of where the item is
furnished. The Medicare payment
system is set up to base payment
amounts on the beneficiary’s primary
residence. We proposed to adopt this
longstanding rule for the Medicare
DMEPOS Competitive Bidding Program
because it is an effective way to ensure
that suppliers do not organize their
businesses to obtain higher payment
amounts that apply to certain
geographic areas of the country. We do
not believe it will be difficult for
contract suppliers to determine how
much they will be paid for an item
furnished to a beneficiary who does not
reside in the contract supplier’s CBA
because we will make the single
payment amounts for each item in each
CBA, along with the fee schedule
amounts that will continue to be paid in
areas that are not CBAs, publicly
available to all suppliers.

Comment: Several commenters
suggested that CMS not conduct
competitive bidding, but simply lower
the payment amounts for DMEPOS until
the only suppliers left to provide these
items are the minimum number
necessary to furnish items needed by
Medicare beneficiaries.

Response: Section 302(b) of the MMA
mandated that the Secretary establish
and implement competitive bidding
programs for certain items of DMEPOS,

and we have a legal obligation to
comply with this legislative mandate.

After consideration of the public
comments we received, we are
finalizing, without substantive
revisions, proposed §414.408(a) that
governs the payment basis under the
Medicare DMEPOS Competitive Bidding
Program. We did not receive comments
on proposed §§414.408(c) and (d) and
are finalizing those sections. We have
made an editorial revision to §414.408,
using the acronym CBA instead of the
terms “‘area’ or ‘‘competitive bidding
area.”

2. General Payment Rules

Section 1834(a) of the Act and
implementing regulations at 42 CFR
§414.200 through §414.232 (with the
exception of § 414.228) set forth the
Medicare Part B payment methodology
we currently use to pay for the rental or
purchase of new and used DME. Each
item of DME that is paid for under these
sections is classified into a payment
category, and each category has its own
unique payment rules. Section 1842(s)
of the Act provides authority for
establishing a statewide or areawide fee
schedule to be used for the payment of
items described in section 1842(s)(2) of
the Act. Under this authority, we
implemented fee schedules for payment
for the purchase and rental of enteral
nutrients, equipment, and supplies
(§414.100 through §414.104). Section
1834(h) of the Act and §414.228 of our
regulations set forth the Medicare Part B
payment methodology we currently use
to pay for orthotics and prosthetics.

Other than the rules governing
calculation of the single payment
amount and other modifications to
existing rules that are addressed in this
final rule, we proposed that the current
requirements regarding the rental or
purchase of DMEPOS items would
continue to apply under the Medicare
DMEPOS Competitive Bidding Program.
While we believe that we have
discretion under section 1847(a)(6) of
the Act to adopt new rules that would
govern these requirements, we proposed
only to change the payment basis for
these items and to make a few
modifications to existing rules.

3. Special Rules for Certain Rented
Items of DME and Oxygen
(Grandfathering of Suppliers)
(§414.408(j))

a. Process for Grandfathering Suppliers

Section 1847(a)(4) of the Act requires
that in the case of covered DME items
for which payment is made on a rental
basis under section 1834(a) of the Act,
and in the case of oxygen for which
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payment is made under section
1834(a)(5) of the Act, the Secretary shall
establish a “grandfathering” process by
which rental agreements for those
covered items and supply arrangements
with oxygen suppliers entered into
before the start of a competitive bidding
program may be continued. DME paid
on a rental basis under section 1834(a)
of the Act includes inexpensive or
routinely purchased items furnished on
a rental basis (as described in §414.220
of the regulations), items requiring
frequent and substantial servicing (as
described in §414.222 of the
regulations), and capped rental items (as
described in §414.229 of the
regulations). Section 1834(a)(5) of the
Act and §414.226 of our regulations
provide that payment be made on the
basis of monthly payment amounts for
oxygen and oxygen equipment (other
than portable oxygen equipment) with
separate add-on payments for portable
oxygen equipment. In cases where the
beneficiary owns stationary and/or
portable gaseous or liquid oxygen
equipment, payment is made on the
basis of monthly payment amounts for
oxygen contents.

In the May 1, 2006 proposed rule (71
FR 25662), in proposed § 414.408(k)
(redesignated as § 414.408(j) in this final
rule), we proposed to establish the
grandfathering process described below
for rented DME and oxygen and oxygen
equipment when these items are
included under the Medicare DMEPOS
Competitive Bidding Program. We
proposed that this process would apply
only to suppliers that began furnishing
the items described above to Medicare
beneficiaries who maintain a permanent
residence in an area prior to the
implementation of the competitive
bidding program in that area that
includes the same items.

In the case of the specific items
identified in this section, we proposed
in §414.408(k)(4) to give Medicare
beneficiaries the choice of deciding
whether they would like to continue
receiving the item from the
grandfathered supplier or a contract
supplier, unless the grandfathered
supplier is not willing to continue
furnishing the item under the terms we
have specified below. If the
grandfathered supplier is not willing to
continue furnishing the item under
these terms, a contract supplier would
assume responsibility for continuing to
furnish the item and be paid based on
the single payment amount determined
for that item under the Medicare
DMEPOS Competitive Bidding Program.
In addition, the beneficiary could elect,
at any time, to transition to a contract
supplier and the contract supplier

would be required to accept the
beneficiary as a customer. Suppliers that
agree to be grandfathered suppliers for

a specific item must agree to be a
grandfathered supplier for all
beneficiaries who request to continue to
use their service for that item.

Comment: One commenter supported
our grandfathering proposal. The
commenter stated that our proposal
would allow some beneficiaries to
maintain an established relationship
with a current supplier and that this
was important to minimize disruption
for beneficiaries.

Response: We appreciate the
comment and agree that minimizing
disruption of service for beneficiaries is
an important principle that underlies
our grandfathering rules.

b. Payment Amounts to Grandfathered
Suppliers

(1) Grandfathering of Suppliers
Furnishing Items Prior to the First
Competitive Bidding Program in a CBA

For items requiring frequent and
substantial servicing, as well as oxygen
and oxygen equipment, we proposed
that a grandfathered supplier may
continue furnishing these items to
beneficiaries in accordance with
existing rental agreements or supply
arrangements. However, we proposed
that, as long as the items remain
medically necessary, the grandfathered
supplier would be paid the single
payment amounts determined for those
items under the competitive bidding
program because beneficiaries rent these
items for extended time periods
(proposed §§ 414.408(k)(2)(iii) and (iv));
redesignated as §§ 414.408(j)(2)(iii) and
(iv) in this final rule). We believe that
this payment proposal is consistent with
section 1847(a)(4) of the Act, which
requires us to establish a “process”
under which rental agreements and
supply arrangements ‘“may be
continued,” but is silent regarding the
terms of that process. Because the rental
payments for these items are not
calculated based on, or limited to, the
purchase fee for that item as is the case
for other rented DME items, we do not
believe that it is reasonable to continue
paying the fee schedule amounts for
these items and believe that payment at
the competitively determined rates (that
is, the single payment amounts) will
comport with an overarching goal of
competitive bidding to achieve savings
for the Medicare program.

Unlike other items requiring frequent
and substantial servicing, the duration
of the rental payments for capped rental
items and inexpensive or routinely
purchased items is limited. In addition,

unlike oxygen equipment, the payment
amounts made for capped rental items
and inexpensive or routinely purchased
items are limited to the approximate
purchase fee for the item.

Therefore, for items that are furnished
on a rental basis under §414.220 or
§414.229, we proposed in
§§414.408(k)(2)(i) and (k)(2)(ii)
(redesignated as §§ 414.408(j)(2)(i) and
(ii) in this final rule) that the
grandfathered supplier could continue
furnishing the items in accordance with
existing rental agreements and continue
to be paid in accordance with section
1834(a) of the Act. We believe that
continuing to pay for these
grandfathered items at the fee schedule
rates is authorized under section
1862(a)(17) of the Act, which allows the
Secretary to specify “other
circumstances” in which Medicare will
make payment where the expenses for a
competitively bid item furnished in a
CBA were incurred by a supplier other
than a contract supplier. In our view,
the limited duration of the rental
agreements for capped rental items and
inexpensive or routinely purchased
items furnished on a rental basis, in
addition to the fact that payments for
these items are based on or limited to
the purchase fees for the items,
constitute appropriate circumstances
under which we would allow these
rental agreements, including their
payment terms, to continue until their
conclusion. The rental fee schedule
amounts that we would pay for
grandfathered items in the capped rental
or inexpensive or routinely purchased
categories would be those fee schedule
amounts established for the State in
which the beneficiary maintains a
permanent residence.

Comment: Some commenters stated
that the grandfathering and transition
policies are both unworkable and unfair
to contract suppliers that will be
required to continue to furnish capped
rental or oxygen equipment to
beneficiaries in the CBA regardless of
the number of rental payments that have
already been made to other suppliers for
the equipment. They added that a
contract supplier could inherit an
unknown number of beneficiaries who
have been renting oxygen equipment for
20 to 30 months of continuous use. In
these cases, the contract supplier would
receive a minimal number of rental
payments that would be insufficient to
cover the cost of oxygen equipment for
which title will transfer to the
beneficiary after 36 months of
continuous use. The commenters stated
that if a contract supplier has to supply
a capped rental item for the last 6
months of the rental cycle, the supplier
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would only receive 45 percent of the
single payment amount, which is not
enough to cover costs. They
recommended that Medicare initiate a
new period of continuous use if a
beneficiary decides to switch from a
grandfathered supplier to a contract
supplier.

One commenter suggested that CMS
establish a defined timeframe within
which a beneficiary can transfer to a
new contract supplier. The commenter
also suggested that CMS not require
contract suppliers to accept, as
customers, beneficiaries who are already
currently using capped rental
equipment furnished by another
supplier. Another commenter stated that
CMS should mandate grandfathering by
requiring the supplier that furnished
oxygen or a capped rental item to a
beneficiary before the implementation
of a competitive bidding program to
continue to furnish that item to the
beneficiary for the remainder of the
rental period. Some commenters also
questioned how section 5101 of the
DRA, which imposes new requirements
regarding the rental of oxygen, oxygen
equipment, and capped rental items,
will affect competitive bidding. Several
commenters suggested that the
information in the proposed rule is
inadequate to serve as a basis for public
comments, especially with respect to
the impact that the implementation of
the DRA will have on competitive
bidding. Several commenters noted that
until CMS establishes the scope of the
DRA provisions and how they dovetail
with competitive bidding, they cannot
provide meaningful comments or make
recommendations. For example, the
commenters questioned how CMS
intended to apply the DRA oxygen
provisions to grandfathered suppliers
and beneficiaries and whether the
grandfathered relationship would
terminate at the conclusion of 36
months.

Response: Section 5101 of the DRA
(discussed in detail in section III.B. of
this final rule) caps the number of rental
payments that may be made for oxygen
equipment and capped rental DME
items and requires that title to these
items transfer to the beneficiary at the
conclusion of the rental period. We
proposed in the May 1, 2006 proposed
rule (71 FR 25662) that current
requirements regarding the rental or
purchase of DMEPOS items would
continue to apply under the Medicare
DMEPOS Competitive Bidding Program.
These requirements include the changes
we recently made to 42 CFR Part 414,
Subpart D of our regulations that
implemented section 5101 of the DRA,
new supplier requirements that protect

beneficiary access to oxygen, oxygen
equipment and capped rental items, and
new payment classes for oxygen and
oxygen equipment (see 71 FR 65884 for
a full discussion of these provisions).
We recognize that the title transfer
provisions that are part of these new
requirements, when read together with
proposed §414.408(k)(1) (allowing a
supplier to elect to be a grandfathered
supplier) and proposed §414.408(k)(4)
(allowing a beneficiary the choice of
receiving a grandfathered item from a
grandfathered supplier or a contract
supplier), might place a contract
supplier in the position of being
required to furnish oxygen equipment or
a capped rental item to a beneficiary
who previously rented the item from
another supplier (either a supplier that
does not elect to become a
grandfathered supplier or a
grandfathered supplier) and then
transfer title to that item without being
paid a sufficient amount to cover its
costs. We also recognize that contract
suppliers will not be able to predict how
many beneficiaries will obtain capped
rental items or oxygen equipment from
them, rather than from a supplier that
does not elect to become a
grandfathered supplier.

In response to the commenters’
concerns, we are implementing two new
payment rules to ensure that contract
suppliers that must begin furnishing
oxygen equipment and/or capped rental
items to which the grandfathering
process would otherwise apply receive
a sufficient number of monthly rental
payments to recover their costs. We
believe that these changes are consistent
with our statutory mandate under
sections 1847(a) and (b) of the Act,
which give us broad authority regarding
how to structure the Medicare DMEPOS
Competitive Bidding Program, and more
specifically with section 1847(b)(3)(A)
of the Act, which allows us to specify
the terms and conditions of contracts we
enter into with contract suppliers.

Capped Rental: For capped rental
items furnished on a rental basis, we are
providing in a new § 414.408(h)(2) that
a contract supplier that must begin
furnishing a capped rental item during
the rental period to a beneficiary who is
no longer renting the item from his or
her previous supplier (because the
previous supplier elected not to become
a grandfathered supplier or the
beneficiary elected to change suppliers)
will receive 13 monthly rental payments
for the item, regardless of how many
monthly rental payments Medicare
previously made to the prior supplier,
assuming the item remains medically
necessary. This will ensure that the
contract supplier can recover its costs

because, as discussed in section VI.G.5.
of this final rule, the 13 monthly rental
payments for the capped rental item
will be based on a single payment
amount that reflects the purchase price
for that item. At the end of this new 13
month rental period, the contract
supplier will transfer title to the capped
rental item to the beneficiary. This rule
does not apply when a beneficiary who
is renting a capped rental item from a
contract supplier elects to obtain the
same item from another contract
supplier, because the grandfathering
provisions, as described in section
1847(a)(4) of the Act, only apply to
those situations in which a beneficiary
had been previously receiving the item
from a noncontract supplier. In this
case, the new contract supplier would
be paid the single payment amount for
the duration of the rental period.

Oxygen Equipment: For oxygen
equipment, we provide in a new
§414.408(i)(2) that a contract supplier
that must begin furnishing oxygen
equipment after the rental period has
already begun to a beneficiary who is no
longer renting the item from his or her
previous supplier (because the previous
supplier elected not to become a
grandfathered supplier or the
beneficiary elected to change suppliers)
will receive at least 10 rental payments
for furnishing the equipment. For
example, if a contract supplier begins
furnishing oxygen equipment to a
beneficiary in months 2 through 26, we
would make payment for the remaining
number of rental months in the 36-
month rental period, because the
number of payments to the contract
supplier would be at least 10 payments.
In other words, a contract supplier that
begins furnishing oxygen equipment
beginning with the 20th month of rental
will receive 17 payments (17 for the
remaining number of rental months in
the 36 month rental period). However,
if a contract supplier begins furnishing
oxygen equipment to a beneficiary in
month 27 or later, we would make 10
rental payments assuming the
equipment remains medically
necessary. We believe this is a
reasonable solution because our data
from the GAO and the OIG and data
available through the Internet show that
most oxygen equipment can be
purchased for $1,000 or less, and data
from the competitive bidding
demonstrations indicate that suppliers
received more than $1,000 over 10
months for furnishing oxygen
equipment. Based on these data, we
believe that 10 months is sufficient to
cover the contract supplier’s cost to
furnish the equipment, irrespective of
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the modality that is used to administer
the oxygen. This rule regarding the
minimum number of rental payments
does not apply when a beneficiary
switches from a contract supplier to
another contract supplier to receive his
or her oxygen equipment. In this case,
the new contract supplier would be paid
the single payment amount for the
remaining number of months in the
rental period.

We note that the DRA does not apply
to inexpensive or routinely purchased
items when they are furnished on a
rental basis. Therefore, we do not see a
need to make these special payment
provisions applicable to those items.

Comment: Several commenters
suggested that CMS establish a
transition period that would allow
beneficiaries who reside in a CBA to
continue to receive items from a
noncontract supplier. They indicated
that suppliers should be paid the
current fee schedule amounts for these
items during this transition period.
They further suggested that CMS could
use this period of time to educate
beneficiaries and suppliers about the
Medicare DMEPOS Competitive Bidding
Program. Other commenters stated that
the payment amount to grandfathered
suppliers should always be the fee
schedule amount (not just during a
transition period) and never be the
single payment amount.

Response: We proposed to establish a
grandfathering process that would allow
existing rental agreements for certain
rented items to continue because we
want to minimize the potential that
these arrangements will be disruptive to
the beneficiary due to the
implementation of competitive bidding.
We do not believe it is necessary to
establish a transition process, however,
as discussed in the proposed rule, we
are requiring that a supplier that elects
to be a grandfathered supplier for a
specific item must serve as a
grandfathered supplier to all
beneficiaries who elect to receive that
item from them. We plan to start
educating suppliers, beneficiaries, and
referral agents about competitive
bidding as soon as this final rule is
published and expect that these efforts
will make the transition to this new
program go as smoothly as possible. We
do not, however, have authority to
establish a grandfathering process that
would allow beneficiaries to continue
receiving from their current supplier
items other than those specified in
section 1847(a)(4) of the Act.

We proposed to pay grandfathered
suppliers the single payment amount for
items requiring frequent and substantial
servicing and oxygen and oxygen

equipment because the rental payments
for these items are not calculated based
on, or limited to, the purchase fees for
these items. Therefore, we believe that
it is reasonable to require suppliers that
want to continue furnishing these items
as grandfathered suppliers to accept the
same payment that will be made for
these items to contract suppliers. This
achieves the goal of the program to
achieve savings for the Medicare
program.

However, the payment amounts made
to grandfathered suppliers for
furnishing capped rental and
inexpensive or routinely purchased
items will continue to be based on the
fee schedule amounts that are paid for
these items. Unlike items requiring
frequent and substantial servicing and
oxygen and oxygen equipment, the
monthly rental payments for these items
are made for a more limited period of
time. In addition, the payment amounts
for these items are based on the
purchase fees for these items. Therefore,
we believe that it is reasonable to
continue paying for these items in
accordance with existing rental
agreements.

(2) Suppliers That Lose Their Contract
Status in a Subsequent Competitive
Bidding Program

There may be instances when a
supplier that was awarded a contract to
furnish rental items or oxygen and
oxygen equipment under a competitive
bidding program is not awarded a
contract to furnish the same items under
a subsequent competitive bidding
program in the same area. We are
concerned that if this occurs,
beneficiaries will need to switch
suppliers in the middle of the rental
period and could experience a
disruption of service as a result. In order
to minimize this possibility, we
proposed to apply section 1847(a)(4) of
the Act not only in a CBA where we
implement a competitive bidding
program for the first time, but also in the
same area when we implement a
subsequent competitive bidding
program (proposed § 414.408(k)(3);
redesignated § 414.408(j)(3) in this final
rule). We believe our proposal is
consistent with section 1847(a)(4) of the
Act, which we interpret as applying to
each competitive bidding “program”
that we implement in an area because
each program will be unique in terms of
bidders, contract suppliers, items
included in the program, and prices.
Under the proposed rule, Medicare
beneficiaries would be allowed to
continue renting medically necessary
items from their existing supplier, even
if that supplier has lost its contract

status under a subsequent competitive
bidding program.

However, where a supplier that is no
longer a contract supplier continues to
furnish a rental item or oxygen and
oxygen equipment on a grandfathered
basis, we proposed that Medicare make
payment for the item in the amount
established for that item under the new
competitive bidding program for that
area. We believe that section 1847(a)(4)
of the Act gives us this discretion, since
that section only requires us to establish
a “process” under which these rental
agreements or supply arrangements
“may continue” but does not specify a
payment methodology that must be used
under that process. In addition, we do
not believe that the alternative, which
would be to make payment for the item
under the fee schedule, is reasonable
since the rental agreement or supply
arrangement began under a competitive
bidding program.

All rules that applied to grandfathered
suppliers will apply in this situation
when a supplier is a contact supplier in
under one competitive bidding program
e.g. in round one but is not a contract
supplier in a subsequent competitive
bidding program in the same CBA, e.g.
in round two. However, the payment
amounts will not revert back to the
current fee schedule but rather the
payment amounts will be the new
competitive bid single payment
amounts as determined under §414.416.

We did not receive any specific
comments on these proposals.
Therefore, in this final rule, we are
redesignating proposed § 414.408(k)(3)
as §414.408(j)(3), making editorial
revisions, and finalizing that section.

¢. Payment for Accessories for Items
Subject to Grandfathering
(§414.408(j)(5))

We proposed that accessories and
supplies used in conjunction with an
item which is furnished under a
grandfathering process described above
may also be furnished by the
grandfathered supplier. Payment would
be based on the single payment amount
established for the accessories and
supplies if the item is oxygen or oxygen
equipment or one that requires frequent
and substantial servicing. For
accessories and supplies used in
conjunction with capped rental and
inexpensive or routinely purchased
items, we proposed that the payment
amounts would be based on the fee
schedule amounts for the accessories
and supplies furnished prior to the
implementation of the first competitive
bidding program in an area, or on the
newly established competitively bid
single payment amounts if the items are
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furnished by a grandfathered supplier
that was a contract supplier for a
competitive bidding program, but is no
longer a contract supplier for a
subsequent competitive bidding
program in the same area.

Our proposal is similar to the
grandfathering approach that was used
in the DMEPOS competitive bidding
demonstrations under which we paid
grandfathered suppliers the
competitively bid amount for certain
items and the fee schedule amounts for
other items. We specifically solicited
comments on our grandfathering
proposals.

Comment: Several commenters
supported our proposal to require that
accessories and supplies used in
conjunction with an item furnished
under the grandfathering process be
furnished by a grandfathered supplier.

Response: We appreciate the
commenters’ support and continue to
believe that this approach is reasonable.
To clarify the situations in which this
may occur, we are revising proposed
§414.408(k) (redesignated §414.408(j)
in this final rule) by adding a new
paragraph (j)(5) to specify that
accessories and supplies that are
necessary for the effective use of DME
may also be furnished by the same
grandfathered supplier that furnishes
the grandfathered item. This approach
will provide the beneficiary with
continuity of service by requiring one
supplier to provide all related items the
beneficiary may need for the proper use
of their equipment. This rule will not
apply to accessories that are not an
integral part of the base equipment. For
example, a standard mattress is an
essential accessory for a hospital bed
and may be furnished by a
grandfathered supplier of a hospital bed,
if the supplier has elected to be a
grandfathered supplier for the hospital
bed. However, a special, powered
alternating pressure mattress furnished
to prevent decubitus ulcers is not an
essential part of the base equipment and
is furnished in addition to the general
service of furnishing the hospital bed.

Assuming the grandfathered supplier
for the base equipment is willing to also
furnish accessories or supplies for the
base equipment, beneficiaries will be
able to choose to obtain any
competitively bid accessories or
supplies from either the grandfathered
supplier or a contract supplier. We
believe that the amount to be paid under
the Medicare DMEPOS Competitive
Bidding Program should be the single
payment amount, regardless of which
supplier furnishes the accessories or
supplies. Payment for most accessories
or supplies for DME is made on a

purchase basis, and in those cases
where a single payment amount has
been established for the accessories or
supplies, we believe it is reasonable to
pay the single payment amount for the
accessories or supplies to the
grandfathered supplier for the base
equipment. We believe this is
reasonable, regardless of what payment
category the base equipment falls under
because the single payment amount
reflects a reasonable payment amount
determined by a competitive market. If
the grandfathered supplier chooses not
to furnish the accessories or supplies for
the grandfathered base equipment, a
contract supplier would be responsible
for furnishing the accessories or
supplies.

Comment: One commenter suggested
that CMS needs to establish a transition
plan for Medicare Advantage
beneficiaries who disenroll from their
MA plan and enroll in traditional fee-
for-service Medicare Part B. The
commenter pointed out that these
beneficiaries may currently be using a
noncontract supplier and should be
given the option to remain with their
existing supplier under the
grandfathering provisions.

Response: All beneficiaries to whom
the grandfathering process applies can
elect to continue receiving certain
rented items from a supplier that elects
to become a grandfathered supplier.
Therefore, if a supplier from whom a
Medicare Advantage beneficiary
previously rented one of these items is
eligible, and elects, to become a
grandfathered supplier, then the
beneficiary could continue to receive
the item from that supplier.

Comment: One commenter stated that
the rule should apply grandfathering
provisions to enteral equipment,
nutrition, and supplies. The commenter
stated that beneficiaries on enteral
nutrition develop an ongoing
relationship with their suppliers. The
commenter pointed out that suppliers
that furnish enteral equipment,
nutrition, and supplies frequently
service and maintain the enteral pumps.
The commenter added that, under the
proposed rule, contract suppliers would
be responsible for servicing and
maintaining enteral pumps that they did
not provide to beneficiaries. The
commenter recommended that the
previous enteral supplier be able to
continue to provide enteral equipment,
nutrition, and supplies to the
beneficiary until the 15-month rental
period ends.

Another commenter stated that our
grandfathering proposal did not include
a process for grandfathering glucose
testing supplies. The commenter

indicated that competitive bidding
could force many beneficiaries to switch
their glucose monitoring system if the
contract supplier does not offer the
testing supplies for the monitor they
currently use.

Another commenter suggested that
Medicare allow grandfathering for all
DMEPOS items. Another commenter
suggested that Medicare only allow
grandfathering for oxygen equipment
because otherwise, competitive bidding
for capped rental items, oxygen, and
oxygen equipment will only affect
beneficiaries who need to obtain these
items after a competitive bidding
program has been implemented in their
area, which undermines a program goal
to harness market place dynamics.

Response: Section 1847(a)(4) of the
Act requires that we establish a process
by which rental agreements for DME
and supply arrangements for suppliers
of oxygen and oxygen equipment
entered into before the implementation
of a competitive bidding program may
be continued. We do not believe we
have authority to allow grandfathering
for other DMEPOS, such as glucose
testing supplies and enteral nutrition,
equipment, and supplies.

After consideration of the public
comments received, we are
redesignating proposed §414.408 (k) as
§414.408 (j) and finalizing this section
as discussed above and with additional
technical modifications. We are also
adding new §414.408(h)(2) and
§414.408(i)(2), which provide for
special payments to certain contract
suppliers that furnish certain rented
items.

4. Payment Adjustments

a. Adjustment to Account for Inflation
(§414.408(b))

The fee schedule payment amounts
for DMEPOS items are updated by
annual update factors described in 42
CFR Part 414, Subparts C and D. In
general, the update factors are
established based on the percentage
change in the CPI-U for the 12-month
period ending June 30 of each year and
preceding the calendar year to which
the update applies. In accordance with
section 1847(b)(3)(B) of the Act, the
term of a competitive bidding contract
may not exceed 3 years.

In the May 1, 2006 proposed rule (71
FR 25663), we proposed to apply an
annual inflation update to the single
payment amounts established for a
competitive bidding program (proposed
§414.408(b)). Specifically, beginning
with the second year of a contract
entered into under a competitive
bidding program, we proposed to
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update the single payment amounts by
the percentage increase in the CPI-U for
the 12-month period ending with June
30 of the preceding calendar year. We
stated that using the CPI-U index would
be consistent with Medicare using this
index to update the DME fee schedule.
This would account for inflation in the
cost of business for suppliers submitting
bids for furnishing items under a multi-
year contract.

Comment: One commenter suggested
that CMS not finalize its proposal to
make an annual inflation update to the
single payment amounts. The
commenter believed that this payment
adjustment may make it possible for
single payment amounts to rise faster
than current fee schedule payment
amounts, particularly in the event of a
payment freeze or a payment reduction.
The commenter recommended that CMS
determine a single payment amount that
will apply for the full term of the
contract or allow each bidder to specify
an annual adjustment in its bid.

Response: We agree with the
commenter and will not finalize our
proposal to make an annual inflation
update to the single payment amounts.
The single payment amounts will
remain in effect for the duration of the
contract. We believe it is more
appropriate for suppliers to address the
possible effects of inflation or price
increases when they formulate their
bids because automatic payment
adjustments to competitively bid items
may result in higher payment amounts
than would occurred under the
DMEPOS fee schedule payment
amounts if these amounts are subject to
Congressional freezes or payment
reductions.

Comment: Several commenters stated
that the proposal did not address
situations where the manufacturers or
distributors raise their prices, thereby
requiring suppliers to pay more money
to purchase their products. They believe
that suppliers may be required to
continue to furnish these items at the
single payment amounts
notwithstanding the fact that their costs
have increased.

Response: While we recognize that
increases in suppliers’ costs for
equipment and other costs can occur at
any time, suppliers should be generally
aware of how often these changes occur
and how these changes affect their
businesses. We expect suppliers to
consider this factor when developing
their bids, which represent bids for
furnishing items during the entire
period that the contract will be in effect.

Comment: Several commenters
recommended that CMS continue to use
the CPI-U to adjust fee schedule

amounts for class III devices. The
commenters indicated that the March
2006 GAO report was flawed because it
did not provide a full assessment of
changes over time in the costs of
producing, supplying and servicing
class III devices. The commenters also
noted that the report does not specify a
specific percentage update for CY 2007
or CY 2008. Another commenter stated
that the GAO report examines class I1I
devices in relation to only a very limited
number of higher-technology class III
items that may not be reflective of the
general class III items. One commenter
unfavorably compared the GAO report
to the Medicare Payment Advisory
Commission (MedPAC) reports which
assess the adequacy of Medicare
payments for hospital inpatient and
outpatient services, physician services,
outpatient dialysis services, skilled
nursing facility services, home health
services, long-term care hospital
services and inpatient rehabilitation
facility services. (Following each
detailed assessment, MedPAC then
recommends an update policy for each
provider category for the coming year.)
The commenter noted that the GAO
report does not justify its alternative
assessment methodology or its failure to
take into account changes over time in
manufacturer costs for class III devices.
Another commenter recommended that
the class III proposal be included in a
separate rulemaking procedure because
it is not related to competitive bidding.

Response: Pursuant to section
1834(a)(14)(H)(i) of the Act, in
determining the appropriate fee
schedule update percentages for class III
medical devices prescribed in section
513(a)(1)(C) of the Federal Food, Drug
and Cosmetic Act (21 U.S.C.
360(c)(1)(C)) for CY 2007, we must take
into account recommendations
contained in the report of the
Comptroller General of the United
States under section 302(c)(1)(B) of the
MMA. We have not yet made a
determination regarding the appropriate
percentage change for CY 2007 in the
fee schedule amounts for class III DME
and, therefore, are not making that
determination as part of this final rule.
We will address this issue in a future
rulemaking.

After consideration of the public
comments received, in this final rule,
we are revising proposed §414.408(b) to
specify that the single payment amount
for each item that is determined under
each competition will be in effect for the
duration of the contract and will not be
adjusted by an annual inflation update.

b. Adjustments to Single Payment
Amounts to Reflect Changes in the
HCPCS (§414.426)

We proposed under § 414.426 that
revisions to HCPCS codes for items
under a competitive bidding program
that occur in the middle of a bidding
cycle would be handled as follows:

¢ If a single HCPCS code for an item
is divided into multiple codes for the
components of that item, the sum of
payments for these new codes would be
equal to the payment for the original
item. Suppliers selected through
competitive bidding to provide the item
would also provide the components of
the item. During the subsequent
competitive bidding cycle, suppliers
would bid on each new code for the
components of the item, and we would
determine new single payment amounts
for these components.

¢ If a single HCPCS code for two or
more similar items is divided into two
or more separate codes, the payment
amount applied to these codes would
continue to be the same payment
amount applied to the single code until
the next competitive bidding cycle.
During the next cycle, suppliers would
bid on the new separate and distinct
codes.

e If the HCPCS codes for several
components of one item are merged into
one new code for the single item, the
payment amount of the new code would
be equal to the total of the separate
payment amounts for the components.
Suppliers that were selected through
competitive bidding to supply the
various components of the item would
continue to supply the item using the
new code. During the subsequent
bidding cycle, suppliers would bid on
the new code for the single item to
determine a new single payment
amount for this new code.

o If multiple codes for different, but
related or similar items are placed into
a single code, the payment amount for
the new single code would be the
average (arithmetic mean) weighted by
frequency of payments for the formerly
separate codes. Suppliers would also
provide the item under the new single
code. During the subsequent bidding
cycle, suppliers would bid on the new
single code and determine a new single
payment amount for this code.

Comment: Several commenters stated
that when multiple codes for similar
items are merged to a new code, CMS
should continue to use the former codes
and single payment amounts for the
remainder of the contract period. One
commenter stated that the proposal that
the payment amounts for new HCPCS
codes continue to be the same payment
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amounts until the next competitive
bidding cycle is not an equitable
proposal and a more appropriate
procedure must be developed. Another
commenter stated that CMS’ only
authority to adjust payment amounts for
an item is through the inherent
reasonableness authority under the
Medicare statute. The commenter
disagreed with the proposal for paying
for new HCPCS codes that are
established during a competitive
bidding cycle. The commenter stated
that CMS should rebid these items,
assuming they are appropriate for
inclusion in the program.

Response: After further consideration,
we are clarifying that when multiple
codes for different items are
discontinued and the items are placed
into a new single code, the payment for
the new code will be based on the fee
schedule methodology, even if we had
previously established a single payment
through competitive bidding for the
items included in the new code. The old
codes will be considered invalid and
therefore will no longer be included in
the competitive bidding program for the
remainder of the contract term. During
a subsequent competitive bidding
program, suppliers would bid on the
new single code and we will determine
a new single payment amounts for this
code based on the bids submitted and
accepted. We are not finalizing this part
of the proposed methodology because
we do not believe the single payment
amount in this case would be reflective
of the bids submitted and accepted for
these multiple items. However, unlike
this proposal, our other three proposals
will be finalized because they are
reflective of the bids submitted and
accepted for the items described by the
new codes.

We note that we do not believe we
have authority to use the inherent
reasonableness authority to adjust the
single payment amounts set through
competitive bidding. We believe that the
prices set by competitive bidding will
be reasonable because they will be
reflective of the market. When we split
or merge HCPCS codes, we will ensure
that the new payment amounts are
reflective of the previously established
payment amounts, and this does not
require the use of the inherent
reasonableness authority or the need to
rebid the items.

After consideration of the public
comments we received, we are
finalizing §§ 414.426(a) through (c) and
revising §414.426(d) as discussed above
and with additional technical changes.

5. Authority to Adjust Payments in
Other Areas

Section 1834(a)(1)(F)(ii) of the Act
provides authority, effective for covered
items furnished on or after January 1,
2009, that are included in a competitive
bidding program, for us to use the
payment information determined under
that competitive bidding program to
adjust the payment amounts otherwise
recognized under section
1834(a)(1)(B)(ii) of the Act for the same
DME items in areas not included in a
competitive bidding program. Sections
1834(h)(1)(H)(ii) and 1842(s)(3)(B) of the
Act provide the same authority for
orthotic and prosthetic devices, and
enteral nutrition, respectively.

In the May 1, 2006 proposed rule (71
FR 25664), we proposed to use this
authority but stated that we had not yet
developed a detailed methodology for
doing so. Therefore, we specifically
invited comments and
recommendations on this issue. We
stated that we believed that our
methodology would be influenced by
our experience and information gained
from the competitive bidding programs
in CYs 2007 and 2009. When submitting
recommendations on a methodology for
using this authority, we asked
commenters to keep in mind the
following factors that are likely to be
incorporated in the methodology:

o The threshold or amount or level of
savings that the Medicare program must
realize for an item or group of items
before we would use payment
information from a competitive bidding
program to adjust payment amounts for
those items in other areas.

e Whether adjustments of payment
amounts in other areas would be on a
local, regional, or national basis,
depending on the extent to which the
single payment amounts and price
indexes (for example, local prices used
in calculating the CPI-U) for an item or
group of items varied across different
areas of the country.

e Whether adjustments of payment
amounts in other areas would be based
on a certain percentage of the single
payment amount(s) from the CBA(s).

Comment: Some commenters stated
that CMS must issue a final rule to spell
out a detailed plan for using the
authority provided by sections
1834(a)(1)(F)(ii), 1834(h)(1)(H)(ii), and
1842(s)(3)(B) of the Act before it can
implement these provisions.

Response: We agree with the
commenters that a more detailed plan
must be developed for using the
authorities provided by sections
1834(a)(1)(F)(ii), 1834(h)(1)(H)(ii), and
1842(s)(3)(B) of the Act, and we plan to

conduct subsequent rulemaking prior to
implementing these provisions.
Subsequent rulemaking would provide a
more detailed plan for using these
authorities. Therefore, we are not
finalizing proposed § 414.408(e) until
the subsequent rulemaking is
completed.

6. Requirement to Obtain Competitively
Bid Items From a Contract Supplier
(§§411.15(s), 414.408(e))

Beneficiaries often travel, for
example, to visit family members or to
reside in a State with a warmer climate
during the winter months. To prevent
these beneficiaries from having to return
home to obtain needed DMEPOS, in
proposed § 414.408(f)(2)(ii)
(redesignated § 414.408(e)(2)(iii) in this
final rule), we proposed to allow
beneficiaries who are traveling outside
the CBA where they permanently reside
to obtain items that they would
ordinarily be required to obtain from a
contract supplier for their CBA from a
supplier that has not been awarded a
contract to furnish items for that area. If
the area that the beneficiary is visiting
is also a CBA and the item is subject to
the competitive bidding program in that
area, the beneficiary would be required
to obtain the item from a contract
supplier for that area. If the area that the
beneficiary is visiting is not a CBA, or
if the area is a CBA but the item needed
by the beneficiary is not included in the
competitive bidding program for that
area, the beneficiary would be required
to obtain the item from a supplier that
has a valid Medicare supplier number.
In either case, payment to the supplier
would be made based on the single
payment amount for the item in the
CBA where the beneficiary maintains a
permanent residence.

In the May 1, 2006 proposed rule, we
proposed that if a beneficiary is not
visiting another area, but is merely
receiving competitively bid items from
a supplier located outside but near the
boundary of the CBA, the proposed
exemption to the general rule that
beneficiaries who reside in a CBA must
obtain DMEPOS covered by competitive
bidding from contract suppliers in that
area would not apply. We stated that we
plan to monitor the programs closely to
ensure that this type of abuse or
circumvention of the competitive
bidding process and requirements to
obtain items from a contract supplier
does not occur.

We also proposed to base claims
jurisdiction and the payment amount on
the beneficiary’s permanent residence as
we have done since the early 1990s with
the current DMEPOS program under
§421.210(e). Under this proposal, the
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DME MAC responsible for the area
where the beneficiary maintains a
permanent residence would process all
claims submitted for items furnished to
that beneficiary, whether or not the
beneficiary obtained the item in that
area. If the beneficiary maintained a
permanent residence in a CBA and
obtained an item included in the
competitive bidding program for that
area, Medicare would pay the supplier
the single payment amount for the item
determined under the competitive
bidding program for that area. If the
beneficiary did not maintain a
permanent residence in a CBA,
Medicare would pay the supplier the fee
schedule amount for the area in which
the beneficiary maintains a permanent
residence. We believe that this proposal
is consistent with our current policy,
under which suppliers across the
country are paid the same amount for
similar products obtained by
beneficiaries who maintain their
permanent residence within the same
geographic area.

We proposed that Medicare
beneficiaries who maintain their
permanent residence in a CBA be
required to obtain competitively bid
items from a contract supplier for that
area with the following two exceptions:

¢ A beneficiary may obtain an item
from a supplier or a noncontract
supplier in accordance with the
competitive bidding program
grandfathering provisions described in
section VI.C.3. of this final rule.

¢ A beneficiary who is outside of the
CBA where he or she maintains a
permanent residence may obtain an
item from a contract supplier, if he or
she is in another CBA and the same item
is included under a competitive bidding
program for that area, or from a supplier
with a valid Medicare supplier number,
if he or she is either in another CBA that
does not include the item in its program
or is in an area that is not a CBA.

We proposed that unless one of the
exceptions discussed above applies,
Medicare would not pay for the item.
We also proposed to add a new
§411.15(s) that would prohibit
Medicare from making payment for an
item that is included in a competitive
bidding program if that item is
furnished by a supplier other than a
contract supplier, unless an exception
applies.

Comment: Several commenters
suggested that CMS exclude from
competitive bidding beneficiaries who
have Medicare as their secondary
insurance. The commenters stated that
claims for beneficiaries with Medicare
as a secondary payer should be

processed and paid under the standard
fee schedule.

Response: We believe that the
commenters’ intent was to request that
Medicare pay for an item that was
furnished by a supplier that the
beneficiary is required to use under his
or her primary insurance policy even if
that item is furnished by a supplier that
is not a contract supplier. We agree with
the commenters that an exception under
the Medicare DMEPOS Competitive
Bidding Program needs to be made for
beneficiaries with Medicare as their
secondary insurance. Section
1862(a)(17) of the Act allows the
Secretary to specify circumstances
under which it would be appropriate to
pay for an item that is furnished by an
entity other than a contract supplier. To
address secondary payer concerns, we
are adding an exception at
§414.408(e)(2)(ii) of the list of
circumstances when Medicare will
make payment where the expenses for a
competitively bid DMEPOS item
furnished in a CBA were incurred by a
supplier other than a contract supplier.
Under this exception Medicare may
make a secondary payment for a
DMEPOS item that is furnished by a
noncontract supplier if the beneficiary,
in order to comply with his or her
primary insurance plan, does not have
the option to use a contract supplier. In
addition, Medicare will only make a
secondary payment to a supplier that
the beneficiary is required to use under
his or her insurance plan if the supplier
is eligible to submit claims to Medicare.
These suppliers will need to have a
valid Medicare billing number to be
eligible to submit claims to Medicare.
This regulation does not supersede the
established Medicare secondary payer
statutory and regulatory requirements,
including the Medicare secondary
payment rules found at 42 CFR 411.32
and 411.33, and payment will be
calculated in accordance with those
rules.

Comment: One commenter stated that
the requirement to obtain competitively
bid items from a contract supplier will
be extremely confusing to the traveling
beneficiary and will limit beneficiary
access to DMEPOS while the beneficiary
is away from his or her permanent
residence. The commenter also
proposed that the supplier outside of
the beneficiary’s CBA be reimbursed
either (a) the regular fee schedule
amount for the product if the area
traveled to is not a CBA or (b) the higher
single payment amount for the two
CBAs, if the area where the beneficiary
has traveled is in a CBA.

Some commenters were concerned
that the difference between the fee

schedule amount and the single
payment amount may be substantial,
thereby hindering beneficiary access to
needed equipment. They recommended
that CMS continue to pay for an item
based on the fee schedule amount that
corresponds with the beneficiary’s
permanent residence if the beneficiary
obtains the item while visiting another
area. The commenters were concerned
about the impact that the requirement to
obtain competitively bid items from a
contract supplier would have on both
suppliers and beneficiaries who travel
to “snowbird” areas.

Response: The approach set out in the
proposed rule is consistent with our
long-standing rule under which
Medicare payment for DMEPOS is based
on the beneficiary’s primary residence.
If a beneficiary maintains a permanent
residence in a CBA, payment for an item
that the beneficiary obtains while
visiting another area will be based on
the payment amount for the item in the
beneficiary’s CBA. We note that, under
our current rule, there are instances
when a supplier is paid more or less
than the fee schedule amount that the
supplier would otherwise receive for an
item because the payment amount has
been determined based on where the
beneficiary resides. The same will be
true under the Medicare DMEPOS
Competitive Bidding Program. For
example, when a beneficiary who
resides in an area that is not a CBA
travels into a CBA and needs to obtain
an item, the supplier that furnishes the
item will be paid the current fee
schedule amount for the item based on
the beneficiary’s residence, even if the
fee schedule amount is greater than the
single payment amount that the supplier
would otherwise receive for furnishing
the item. We believe that it is
appropriate to adopt our current claims
jurisdiction policy for the Medicare
DMEPOS Competitive Bidding Program
because it minimizes the possibility that
suppliers will set up locations in certain
geographic areas for the purpose of
obtaining higher payment amounts.

We plan to conduct an extensive
education campaign to minimize
confusion on the part of both
beneficiaries and suppliers regarding
this provision and all other provisions
of the Medicare DMEPOS Competitive
Bidding Program.

Comment: Several commenters stated
that suppliers need access to a
beneficiary database that identifies the
county in which a beneficiary resides at
the zip code level, so they can
determine if the beneficiary resides in a
CBA.

Response: We do not believe that this
is necessary for suppliers. Currently,
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payment is based on beneficiary
residence, and suppliers do not have
access to beneficiary zip code
information to bill for items. We will
post all counties and zip codes where
competitive bidding is conducted on
our Web site. The Medicare claims form
requires a beneficiary address.
Therefore, the supplier will be able to
ascertain if the beneficiary resides in a
CBA. We currently post fee schedules
on our Web site and the single payment
amounts for each item in each CBA will
also be posted. Therefore, suppliers can
look to the postings to determine
payment amounts in other areas. In
addition, our claims processing systems
are equipped to identify the appropriate
payment amount so no calculations are
necessary to determine the payment
amount for an item.

Comment: Several commenters stated
that beneficiaries will not have access to
newer technology for competitively bid
products.

Response: One of the main objectives
of the Medicare DMEPOS Competitive
Bidding Program is to ensure that
beneficiaries have access to quality
DMEPOQOS. Therefore, we have built
safeguards into the competitive bidding
program to ensure there is continued
access to quality medical equipment
and supplies, as well as to services
necessary to maintain the equipment.
As we discuss more fully in response to
comments in section XV. Physician or
Treating Practitioner Authorization and
Consideration of Clinical Efficiency and
Value of Items in Determining
Categories for Bids of this final rule
(§414.422(c)), we have proposed to
include a nondiscrimination clause in
each contract awarded under this
program. We believe that the inclusion
of this contract provision will ensure
that beneficiaries who obtain items
under a competitive bidding program
have access to the same products as
other Medicare customers and private
pay individuals. In addition, we are
taking other steps to ensure that high
quality items are furnished to
beneficiaries under this program. We
plan to implement a complaint system
so that beneficiaries, referral agents,
providers, and suppliers can report
problems and difficulties they
encounter with the ordering and
furnishing of DMEPOS in CBAs. In
addition, we will not award a contract
to a supplier unless that supplier meets
our eligibility standards, is accredited,
and meets our financial standards.

In addition, items that represent new
technology and that receive a new
HCPCS code to separately designate
them, rather than updates to current
technology will not be added to a

contract supplier’s contract. Instead,
beneficiaries will be able to obtain these
items from any supplier for the
remainder of the contract period, and
the supplier will be paid the fee
schedule amount for those items.

Comment: One commenter stated that
competitive bidding will limit full-time
access to supplies that are crucial to
beneficiaries with diabetes. The
commenter stated that beneficiaries may
find that they can no longer purchase
their supplies from their current
supplier and may be inconvenienced.
The commenter recommended that CMS
implement an aggressive education
outreach program.

Response: We do not believe that
competitive bidding will limit
beneficiary access to any competitively
bid items, including diabetic supplies.
Although it is true that some
beneficiaries will have to find a contract
supplier to purchase their supplies, we
do not believe this will result in an
inconvenience to beneficiaries, because
there will be a sufficient number of
contract suppliers that furnish these
items for each CBA. The process we
have proposed for awarding contracts
under the Medicare DMEPOS
Competitive Bidding Program will
ensure that there are a sufficient number
of contract suppliers to furnish items to
all beneficiaries located in a CBA. We
plan to conduct an aggressive outreach
program for all beneficiaries, suppliers,
and referral agents. (We refer readers to
the DMEPOS provisions of the FY 2007
IRF final rule (71 FR 48354) for a
complete discussion of our planned
education and outreach policy.)

Comment: One commenter expressed
concern that in a State with multiple
MSAs, there could be a different
payment rate for the same item in each
MSA. The commenter believed this
would add confusion and would
increase billing time and expenses,
which will, in turn, increase the price
of products.

Response: We agree that if we
conducted competitive bidding in
multiple CBAs within a State, there
could be different prices in each CBA
for the same item. However, we do not
believe that this would be a problem for
contract suppliers. Under the current
program, suppliers may have a customer
base that comes from areas with
different fee schedule amounts because
the fee schedules vary by State.
Therefore, we believe that many
suppliers are already equipped to
handle price variations for an item. In
addition, the fee schedule for each item
in each State is published on our Web
site, and we plan to also publish the

single payment amounts for each item
in each CBA on our Web site.

After consideration of the public
comments we received, we are
redesignating proposed § 414.408(f) as
§414.408(e) and adding a new
§414.408(e)(2)(ii) that specifies that
Medicare may make a secondary
payment for a DMEPOS item that is
furnished by a supplier that is not
awarded a contract under a competitive
bidding program. We are also finalizing
the remainder of proposed
§§414.408(f)(1) and (f)(2)(i) and (f)(2)(ii)
(redesignated as §§414.408(e)(2)(i) and
(e)(2)(iii)) with only technical
modifications. We are also finalizing
§411.15(s).

7. Limitation on Medicare Payment and
Beneficiary Liability for Items
Furnished by Noncontract Suppliers
(§§414.408(e)(3) and (e)(4)

In the May 1, 2006 proposed rule (71
FR 25664), we proposed that if a
noncontract supplier located in a CBA
furnishes an item included in the
competitive bidding program for that
area to a beneficiary who maintains a
permanent residence in that area, the
beneficiary would have no financial
liability to the noncontract supplier
unless the grandfathering exception
discussed in section VL.D.3. of this final
rule applies (proposed
§414.408(f)(2)(iii); redesignated
§414.408(e)(3) in this final rule).

We proposed that this rule would not
apply if the noncontract supplier
furnished items that are not included in
the competitive bidding program for the
area. We proposed to specially designate
the supplier numbers of all noncontract
suppliers so that we will easily be able
to identify whether a noncontract
supplier has furnished a competitively
bid item to a beneficiary who maintains
a permanent residence in a CBA
(proposed § 414.408(f)(3)) (redesignated
in this final rule as § 414.408(e)(4)).

Comment: Several commenters
suggested that proposed
§414.408(f)(2)(ii) be clarified to include
a limitation on beneficiary liability
unless the noncontract supplier has
obtained a signed ABN, which indicates
that the beneficiary was informed prior
to receiving service that there would be
no coverage due to the supplier’s
noncontract status and that the
beneficiary still desired to receive the
service from the noncontract supplier.

Response: We are revising the
regulation to add §414.408(e)(3)(ii) and
§414.408(c) to reflect that there is a
limitation on beneficiary liability unless
the noncontract supplier has obtained a
signed ABN because, if the beneficiary
desires to receive this item from a
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supplier that is not a contract supplier,
the ABN indicates the beneficiary’s
knowledge and understanding that
Medicare will not pay for that item. In
this circumstance, a noncontract
supplier cannot bill the Medicare
program and receive payment for a
competitively bid item provided to a
beneficiary whose primary residence is
in a CBA unless an exception discussed
in this rule applies.

We are also revising proposed
§414.408(f)(2)(iii) (redesignated in this
final rule as § 414.408(e)(3)(ii) to delete
the phrase “who maintains a permanent
residence in a CBA.” We believe this
change clarifies our final policy that
beneficiaries will not be financially
responsible for making payment to a
noncontract supplier that furnishes a
competitively bid item in violation of
the Medicare DMEPOS competitive
bidding program.

After consideration of the public
comments we received, we are
redesignating proposed
§§414.408(f)(2)(iii) and (f)(3) as final
§§414.408(e)(3)(ii) and (e)(4),
respectively, and finalizing these
sections as discussed above and with
additional technical changes.

8. Payment for Repair and Replacement
of Beneficiary-Owned Items
(§ 414.408(K))

In the proposed rule (71 FR 25681),
we proposed that repair or replacement
of beneficiary-owned DME, enteral
nutrition equipment, or OTS orthotics
that are subject to the Medicare
DMEPOS Competitive Bidding Program
must be furnished by a contract supplier
because only winning suppliers can
provide these items in a CBA (proposed
§414.422(c)). The contract supplier
could not refuse to repair or replace
beneficiary-owned items subject to
competitive bidding. We indicated that
this proposed provision would help
ensure that the beneficiaries will get the
items from qualified suppliers, and is
consistent with the competitive bidding
program in that it directs business to
contract suppliers.

Therefore, we proposed that repair or
replacement of beneficiary-owned items
subject to a competitive bidding
program must be furnished by a contract
supplier. We indicated that this
proposed requirement would not apply
to Medicare beneficiaries who are
outside of a CBA.

Comment: Some commenters objected
to the requirements that repair of
beneficiary-owned equipment that is
subject to a competitive bidding
program must be furnished by a contract
supplier and that a contract supplier
must agree to service all items included

in its contract. The commenters
remarked that a limited number of
suppliers have repair facilities. In
addition, the commenters noted that
contract suppliers may not have access
to the parts necessary to repair
equipment sold by another contract
supplier, and this provision would
allow manufacturers to inflate the price
for parts that must be obtained by
contract suppliers that do not regularly
furnish their products. The commenters
also suggested that, in cases where the
manufacturer is the sole distributor of
an item, the repair parts and accessories
for the item might not be
interchangeable and the use of parts that
are not provided by the manufacturer
may void the manufacturer’s warranty.
The commenters also suggested that if
there are warranties that must be
honored on previously rented or
purchased equipment, the cost of
service should be borne by the contract
supplier that received reimbursement
for the malfunctioning item. Several
commenters expressed concern about
assuming the liability for modifying a
splint if they were not the contract
supplier that originally furnished it. In
addition, the commenters suggested that
this proposal could restrict Medicare
beneficiary access to a choice of
suppliers that can repair their
equipment. Several commenters noted
that contract suppliers may not have the
training and expertise required for
repairs. One commenter asked how the
repair proposal might be affected by the
DRA provisions that impose new
requirements regarding capped rental
items, oxygen, and oxygen equipment.

Another commenter recommended
that repairs should be treated as a
separate bid on the RFB, rather than as
a cost of furnishing an item in an overall
product category.

Response: After consideration of the
commenters’ concerns, we are revising
our proposal on payment for repairs and
replacement of beneficiary-owned
items. We will not require that repairs
of beneficiary-owned competitively bid
items be performed by contract
suppliers because we recognize that
contract suppliers may not have the
training and expertise to repair every
make and model of equipment that
could be provided to a Medicare
beneficiary. This policy will also apply
to maintenance services required by the
DRA. We will pay for maintenance and
servicing of competitively bid items,
including replacement parts that may be
needed, that are performed by any
supplier as long as those repairs are
made by suppliers that have a valid
Medicare billing number that enables
them to receive payment for covered

Medicare services (§414.408(k)).
Payment will generally be made for
parts and labor consistent with the
methodology we currently use to make
these payments, which can be found in
42 CFR 414.210(e)(1) of our regulations
for durable medical equipment, and
prosthetic and orthotic devices.
However, if the part needed to repair the
item is itself a competitively bid item
for the CBA in which the beneficiary
maintains a permanent residence, we
will pay the supplier the single payment
amount for the part because we do not
believe that the payment amount for the
part should be different from what it
would otherwise be in the CBA solely
because the part is furnished by a
supplier that is not a contract supplier.
For example, if a beneficiary needs to
obtain a new battery for his or her
wheelchair, and the battery is itself a
competitively bid item for the
applicable CBA, we will pay the
supplier that performs the repair the
reasonable and necessary charges for the
labor needed to service the wheelchair
and the single payment amount for the
battery. We believe that allowing any
supplier to furnish a part when
performing a repair, even though the
part is itself a competitively bid item, is
a reasonable accommodation that will
enable the supplier to complete the
repair properly, and an appropriate
circumstance under which we can make
payment to the supplier under our
authority in section 1862(a)(17) of the
Act.

In addition, under final
§414.408(k)(2) to be consistent with our
current maintenance and servicing rules
for oxygen equipment, we will make
general maintenance and servicing
payments to suppliers that service
oxygen equipment (other than liquid
and gaseous equipment) in accordance
with §414.210(e)(2) and an additional
payment to a supplier that picks up and
stores or disposes of beneficiary-owned
oxygen tanks or cylinders that are no
longer medically necessary, as provided
under §414.210(e)(3).

We note that we do not have authority
under § 1847(a)(2) to include splints in
the Medicare DMEPOS Competitive
Bidding Program.

Comment: Numerous commenters
raised concerns regarding the
requirement that replacement of
beneficiary-owned equipment that is
subject to the Medicare DMEPOS
Competitive Bidding Program must be
furnished by a contract supplier. The
commenters suggested that CMS allow
contract suppliers to replace items even
if they do not ordinarily furnish these
items. The commenters believed that
implementing the replacement
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provision may be difficult as a
replacement may relate to a warranty
claim or require that the same product
be furnished to ensure continuity of
care. The commenters also noted that,
under the proposed provision, contract
suppliers would be required to replace
products that have been damaged
despite the fact that they did not sell the
item initially. The commenters asserted
that if a beneficiary purchased a product
from a noncontract supplier prior to
competitive bidding, the noncontract
supplier should be responsible for
repairs or replacement and be paid
accordingly. The commenters also
stressed that payment rates should be
generous enough to ensure that
beneficiaries receive an appropriate
level of response or service, and
contract suppliers should be reimbursed
for the service and replacement items
they provide. The commenters remarked
that the proposed rule assumes that
replacement equipment will be
provided and paid for in an amount
equal to the single payment amount.
Several commenters suggested that CMS
eliminate the requirement that
beneficiary-owned equipment subject to
competitive bidding must be replaced
by a contract supplier. Other
commenters requested that CMS revise
proposed §414.422(c) to limit the scope
of this requirement so that contract
suppliers that are FDA-approved
manufacturers and that only furnish
their own products to beneficiaries in
the CBA are exempt and would only be
required to replace their own products.
One commenter asked how the
replacement proposal might be affected
by DRA provisions that imposed new
requirements regarding capped rental
items, oxygen, and oxygen equipment.

Response: As we stated above, we
have decided to modify our proposal
regarding the maintenance and servicing
of beneficiary-owned items to allow any
supplier to perform this service,
provided that the supplier has a valid
Medicare billing number. However, we
do not believe that this modification
should extend to situations where an
item must be replaced in its entirety
because the concern expressed by the
commenters, namely that suppliers
cannot be expected to have the expertise
to repair every make and model of
equipment, would not be a factor in the
event that an item must be replaced.
Accordingly, we continue to believe that
beneficiaries should be required to
obtain a replacement of an entire item,
as apposed to replacement of a part for
repair purposes, from a contract
supplier. As we stated in the May 1,
2006 proposed rule (71 FR 25681), this

rule will help ensure that beneficiaries
obtain replacement items from qualified
suppliers, and it is consistent with one
of the competitive bidding program’s
goals, that is, to direct business to
contract suppliers that conduct business
in a manner that is beneficial for the
Medicare program and for beneficiaries.
Therefore, in final § 414.408(k)(3) we
have retained this requirement.

Medicare regulations at 42 CFR
414.210(f) provide that if an item of
DME or a prosthetic or orthotic device
paid for by Medicare has been in
continuous use by the patient for the
equipment’s reasonable useful lifetime
or if the carrier determines that the item
is lost, stolen, or irreparably damaged,
the patient may elect to obtain a new
piece of equipment. If these
requirements are met, the Medicare
beneficiary would be required to go to
a contract supplier to obtain a complete
replacement of beneficiary-owned
equipment. However, as we stated
above, if a beneficiary needs to obtain a
replacement part for his or her
beneficiary-owned equipment, or needs
to obtain maintenance or servicing of
the equipment, the beneficiary may
obtain the part or service from any
supplier that has a valid Medicare
billing number. If the replacement part
is itself a competitively bid item in the
CBA where the beneficiary maintains a
permanent residence, the supplier that
performs the repair would generally be
paid for the labor associated with the
repair in accordance with the
methodology described in
§414.210(e)(1), and the single payment
amount for the part.

We do not agree with the commenters
that our replacement rules would
generally require a contract supplier
replace an entire competitively bid item
with the same make or model to ensure
continuity of care. Rather, as we discuss
in §414.420 of this final rule, this
would only be required if a physician or
treating practitioner prescribed a
particular brand or mode of delivery for
an item. If a beneficiary needs a
replacement item, a manufacturer that
only furnishes its own brand would
generally be able to furnish that brand
to the beneficiary. In addition, we
expect that a manufacturer’s warranty
would be honored by the manufacturer,
regardless of which supplier from which
the Medicare beneficiary obtains the
replacement.

In summary, after consideration of the
public comments we received, in this
final rule, we are redesignating
proposed §414.422(c) as new
§414.408(k) and revising this section as
discussed above.

E. Competitive Bidding Areas
(§§414.402, 414.406(b)—(c), 414.410,
414.412(f) and (g)

1. Background

Section 1847(a)(1)(A) of the Act
requires that competitive bidding
programs be established and
implemented in areas throughout the
United States. We are interpreting the
term ‘“United States” to include all
States, Territories, and, as discussed in
section VI.B. of this final rule, the
District of Columbia. Section
1847(a)(1)(B) of the Act provides us
with the authority to phase in
competitive bidding programs so that
the competition under the programs
occurs in—

¢ 10 of the largest MSAs in CY 2007;

e 80 of the largest MSAs in CY 2009;
and

e Additional areas after CY 2009.

We proposed to implement this
statutory provision in §414.406(b)—(c),
and in §414.410.

Section 1847(a)(1)(B) of the Act also
authorizes us to phase in competitive
bidding programs first among the
highest cost and volume items or those
items that we determine have the largest
savings potential. As we proposed, we
describe our methodologies for selecting
the MSAs for CYs 2007 and 2009 below.
Once the MSAs have been selected for
CYs 2007 and 2009, we proposed to
define the CBAs for CYs 2007 and 2009.
The process we proposed for
establishing CBAs in future years,
which we are finalizing in this final
rule, is also discussed below.

2. Methodology for MSA Selection for
CYs 2007 and 2009 Competitive Bidding
Programs (§§414.410(a) and (b))

Based on sections 1847(a)(1)(B)(i)(I)
and (II) of the Act, we have the authority
to select from among the largest MSAs
during the first two implementation
phases in order to phase in the programs
in the most successful way, thereby
achieving the greatest savings while
maintaining quality and beneficiary
access to care. In phasing in the
competitive bidding programs, we
proposed to adopt a definition of the
term “Metropolitan Statistical Area”
(MSA) consistent with that issued by
the Office of Management and Budget
(OMB) and applicable for CYs 2007 and
2009 (§414.402). OMB is the Federal
agency responsible for establishing the
standards for defining MSAs for the
purpose of providing nationally
consistent definitions for collecting,
tabulating, and publishing Federal
statistics for a set of geographic areas.
OMB most recently revised its standards
for defining MSAs in CY 2000 (65 FR
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82228 through 82238). Under these
standards, an MSA is defined as a core-
based statistical area (CBSA) (a
statistical geographic area consisting of
the county or counties associated with
at least one core (urbanized area or
urban cluster) of at least 10,000
population, plus adjacent counties
having a high degree of social and
economic integration as measured
through commuting ties with the
counties containing the core) associated
with at least one urbanized area that has
a population of at least 50,000, and is
comprised of the central county or
counties containing the core, plus
adjacent outlying counties having a high
degree of social and economic
integration with the central county as
measured through commuting. OMB
issues periodic updates of the MSAs
between decennial censuses based on
United States Census Bureau estimates,
but other than identifying certain MSAs
having a population core of at least 2.5
million, does not rank MSAs based on

population size. However, the U.S.
Census Bureau periodically publishes a
Statistical Abstract of the United States,
which contains a table listing large
MSAs, or MSAs having a population of
250,000 and over. For the purpose of
this rule, we proposed to use these data
to identify the largest MSAs.

In the May 1, 2006 proposed rule (71
FR 25665), we proposed a formula
driven methodology for selecting the
MSAs for competitive bidding in CYs
2007 and 2009. After we select the
MSAs, we would define the CBAs. For
the purpose of our proposal, DMEPOS
allowed charges would be the Medicare
fee-for-service (FFS) allowed charge
data for DMEPOS items that we have
authority to include in a competitive
bidding program. These data do not
include Medicare expenditures for
DMEPOS items under the Medicare
Advantage Program.

a. MSAs for CY 2007

We proposed to use a multiple step
process in selecting the MSAs for CY

2007. First, we proposed to identify the
50 largest MSAs in terms of total
population in CY 2005 using population
estimates published by the U.S. Census
Bureau in its table of large MSAs from
the Statistical Abstract of the United
States. Second, 25 MSAs out of the 50
MSAs identified in step one would be
eliminated from consideration based on
our determination that they have the
lowest totals of DMEPOS allowed
charges for items furnished in CY 2004.
This step would allow us to focus on the
25 MSAs that have the highest totals of
DMEPOS allowed charges which, we
believe, would produce a greater chance
of savings as a result of competitive
bidding than MSAs with lower total
DMEPOS allowed charges. Table 1 of
the proposed rule (71 FR 25665 and
25666), which is republished below,
illustrated the DMEPOS allowed charge
data for items furnished in CY 2003 and
Census Bureau population estimates as
of July 1, 2003.

TABLE 1.—ToP 25 MSAS BASED ON TOTAL DMEPOS MEDICARE ALLOWED CHARGES FOR CY 2003

MSA

Allowed charges

New York-Northern New Jersey-Long Island, NY-NJ-PA (New York)
Los Angeles-Long Beach-Santa Ana, CA (Los Angeles)
Miami-Fort Lauderdale-Miami Beach, FL (Miami)
Chicago-Naperville-Joliet, IL-IN-WI (Chicago) ...
Houston-Baytown-Sugar Land, TX (Houston) ...

Dallas-Fort Worth-Arlington, TX (Dallas)
Detroit-Warren-Livonia, Ml (Detroit)
San Juan, PR

Philadelphia-Camden-Wilmington, PA-NJ-DE-MD (Philadelphia) ....

Atlanta-Sandy Springs-Marietta, GA (Atlanta) ...
Tampa-St. Petersburg-Clearwater, FL (Tampa) ...
Boston-Cambridge-Quincy, MA-NH (Boston) ....
Washington-Arlington-Alexandria, DC-VA-MD-WV (DC) .

Baltimore-Towson, MD (Baltimore)
Pittsburgh, PA

St. Louis, MO-IL .......
Riverside-San Bernardino-Ontario, CA (Riverside) ..

Cleveland-Elyria-Mentor, OH (Cleveland)
Orlando, FL

San Antonio, TX

Cincinnati-Middletown, OH-KY-IN (Cincinnati) ..

San Francisco-Oakland-Fremont, CA (San Francisco)

Kansas City, MO-KS

Virginia Beach-Norfolk-Newport News, VA-NC (Virginia Beach)
Charlotte-Gastonia-Concord, NC-SC (Charlotte)

$312,124,291
253,382,483
221,660,443
173,922,952
149,060,607
139,910,862
121,444,298
108,478,208
97,487,063
75,860,276
71,309,635
62,467,094
61,416,109
59,714,310
56,612,095
55,931,373
52,910,209
52,237,312
51,982,164
45,565,320
44,113,886
41,582,961
41,310,326
41,016,726
37,874,144

Table 1 showed the 25 MSAs that
would be left for consideration after step
two is completed. However, we
proposed to select the actual MSAs for
CY 2007 using U.S. Census Bureau
population data published as of July 1,
2005, and DMEPOS allowed charge data
for items furnished in CY 2004. We
proposed using population data for CY
2005 and DMEPOS allowed charge data
for CY 2004 because we believed these
data would be the most recently

available data at the time that the MSAs
are selected for CY 2007
implementation. We now have more
current utilization data (that is, from CY
2005); we will use these data in
selecting the MSAs for the first round of
competitive bidding.

Third, we proposed to score the MSAs
based on combined rankings of
DMEPOS allowed charges per FFS
beneficiary (charges per beneficiary) and
the number of DMEPOS suppliers per

number of beneficiaries receiving
DMEPOS items (suppliers per
beneficiary) in CY 2004, with equal
weight (50 percent) being given to each
factor. The MSAs would be ranked from
1 to 25 in terms of DMEPOS allowed
charges per FFS beneficiary (for
example, the MSA with the highest
DMEPOS allowed charges per FFS
beneficiary would be ranked number 1).
Similarly, areas having more suppliers
per beneficiary are more likely to be



18012

Federal Register/Vol. 72, No. 68/Tuesday, April 10, 2007 /Rules and Regulations

competitive and would be ranked higher
than MSAs having fewer suppliers per
beneficiary. Based on our experience
from the DMEPOS competitive bidding
demonstrations, the number of suppliers
would be based on suppliers with at
least $10,000 in allowed charges
attributed to them for DMEPOS items
furnished in the MSA in CY 2004. The

number of beneficiaries would be based
on the number of beneficiaries receiving
DMEPOS items in the MSA in CY 2004.
If more than one MSA receives the same
score, we proposed to use total
DMEPOS allowed charges for items that
we have authority to include in a
competitive bidding program in each
MSA as the tiebreaker because this

would be an indicator of where more
program funds would be spent on
DMEPOS items subject to competitive
bidding. Table 2 in the proposed rule
(71 FR 25666), which is republished
below, illustrated how the 25 MSAs
from Table 1 in the proposed rule would
be scored, based on data for CY 2003.

TABLE 2.—SCORING OF TorP 25 MSAS BASED ON DATA FOR CY 2003
[Scoring based on combined rank from columns 3 and 4]

Charges per Suppliers per

MSA Score bengficiapry bgﬁeficia?y Allowed charges
IVIBIMIT bbb et n e b e n e 3 $428.44 (1) 0.01121 (2) $221,660,443
Houston .. 6 348.83 (2) 0.00864 (4) 149,060,607
Dallas ........ 8 297.33 (3) 0.00749 (5) 139,910,862
Riverside ...... 9 220.93 (8) 0.01144 (1) 52,910,209
San Antonio ..... 9 243.03 (6) 0.00897 (3) 44,113,886
Los Angeles ..... 11 277.16 (5) 0.00692 (6) 253,382,483
Charlotte ...... 14 226.09 (7) 0.00661 (7) 37,874,144
Orlando ..... 18 212.57 (9) 0.00569 (9) 51,982,164
San Juan ... 25 291.97 (4) 0.00388 (21) 108,478,208
Atlanta .... 25 185.80 (15) 0.00569 (10) 75,860,276
Tampa .......... 25 190.30 (13) 0.00529 (12) 71,309,635
Kansas City .. 25 186.39 (14) 0.00555 (11) 41,310,326
Pittsburgh ......... 26 197.95 (11) 0.00484 (15) 56,612,095
VIFGINIA BEACK .....oeoceoeeeeeeeeeee e 26 207.28 (10) 0.00477 (16) 41,016,726
SE LOUIS vttt sttt b ettt e et ene 32 169.81 (18) 0.00488 (14) 55,931,373
San Francisco .. 32 127.56 (24) 0.00632 (8) 45,565,320
Cincinnati ......... 32 167.06 (19) 0.00528 (13) 41,582,961
Cleveland ..... 33 182.01 (16) 0.00470 (17) 52,237,312
DIBIOME vttt 37 195.99 (12) 0.00290 (25) 121,444,298
BAIIMOIE .....v.oeoeeeeeeeeeeeeeeee oo sn e nneeen 37 174.38 (17) 0.00396 (20) 59,714,310
Philadelphia . 40 152.38 (21) 0.00443 (19) 97,487,063
DC oo, 41 128.97 (23) 0.00449 (18) 61,416,109
Chicago ..... 44 160.26 (20) 0.00327 (24) 173,922,952
New York ..... 45 139.81 (22) 0.00342 (23) 312,124,291
BOSEON ..ttt e 47 113.99 (25) 0.00371 (22) 62,467,094

We proposed that the final scoring be
based on utilization data for CY 2004
and population data for CY 2005
because we believed these data would
be the most recently available data at
the time that the MSAs are selected for
CY 2007 implementation. However, we
will use utilization data for CY 2005
when we perform the final scoring for
the third step because this is the most
current utilization data that we have.

For purposes of phasing in the
programs, we proposed to exclude from
consideration for competitive bidding
until CY 2009 the three largest MSAs in
terms of population, as well as any MSA
that is geographically located in an area
served by two DME MACs. The three
largest MSAs based on total population
(based on CY 2003 data) are New York,
Los Angeles, and Chicago. We believe
that these MSAs should not be phased
in until CY 2009 because of the logistics
associated with the start-up of this new
and complex program. As of 2000, each
of these three MSAs had a total
population of over 9 million. By
comparison, the largest area in which

the demonstrations were conducted was
San Antonio (total population of 1.7
million in 2000). We want to gain
experience with the competitive bidding
process in MSAs larger than San
Antonio before moving onto the three
largest MSAs. After we have gained
experience operating competitive
bidding programs in CBAs that
encompass smaller MSAs in CYs 2007
and 2008, we plan to implement
programs that include New York, Los
Angeles, and Chicago in CY 2009.

In the May 1, 2006 proposed rule, we
indicated that we were considering an
alternative under which we would
establish CBAs that include portions of
one or more of these MSAs (for
example, by county). We believe that
this alternative is authorized by section
1847(a)(1)(B)(II) of the Act, which states
that competition under the programs
shall occur in 80 of the largest MSAs in
CY 2009 but does not require the
competition to occur in the entire MSA.
In addition, section 1847 of the Act does
not prohibit us from implementing a
competitive bidding program in an area

that is larger than a MSA. In the
proposed rule, we solicited specific
comments on these alternatives.

Comment: Several commenters stated
that CMS does not have the authority to
extend or decrease the size of the MSA
boundaries and that this proposal is
inconsistent with the statute. They
noted that section 1847(a)(1)(B) of the
Act requires that competitive
acquisition occur in MSAs in CY 2007
and CY 2009, and only authorizes
competitive acquisition in “other areas”
after CY 2009.

Response: Section 1847(a)(1)(B) of the
Act requires