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HEARING ON THE MEDICARE DURABLE MED-
ICAL EQUIPMENT COMPETITIVE BIDDING
PROGRAM

WEDNESDAY, MAY 9, 2012

U.S. HOUSE OF REPRESENTATIVES,
COMMITTEE ON WAYS AND MEANS,
Washington, DC.

The subcommittee met, pursuant to call, at 9:03 a.m., in Room
1100, Longworth House Office Building, Honorable Wally Herger
[chairman of the subcommittee] presiding.

[The advisory of the hearing follows:]

o))
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HEARING ADVISORY

Chairman Herger Announces Hearing on the
Medicare Durable Medical Equipment Competi-
tive Bidding Program

Wednesday, May 09, 2012

House Ways and Means Health Subcommittee Chairman Wally Herger (R—-CA)
today announced that the Subcommittee on Health will hold a hearing to examine
the Medicare Durable Medical Equipment, Prosthetics, Orthotics, and Supplies
(DMEPOS) competitive bidding program to understand how the program is impact-
ing patients, suppliers, and program expenditures. This hearing will help the Sub-
committee assess the Round 1 experience in nine Metropolitan Statistical Areas
(MSAs) and the plans for its 2013 expansion into 91 additional MSAs. The hearing
will take place on Wednesday, May 9, 2012, in 1100 Longworth House Office
Building, beginning at 9:00 A.M.

In view of the limited time available to hear from witnesses, oral testimony at
this hearing will be from invited witnesses only. However, any individual or organi-
zation not scheduled for an oral appearance may submit a written statement for
consideration by the Committee and for inclusion in the printed record of the hear-
ing. A list of witnesses will follow.

BACKGROUND:

The Medicare Modernization Act of 2003 (MMA) established the DMEPOS com-
petitive bidding program to bring Medicare payments for certain high-cost and high-
volume items—such as hospital beds and diabetic testing supplies—in line with ac-
tual market prices, as Medicare reimbursement rates often far exceeded retail rates.
The Centers for Medicare and Medicaid Services (CMS) competitive bidding process
entails DMEPOS suppliers submitting bids that include the price at which they are
willing to sell a specific item in an MSA and the percentage of the market they
would serve at that price. Contracts have been offered to the lowest bidders with
sufficient capacity to serve the market.

MMA specified that Round 1 of the competitive bidding program was to begin in
10 MSAs in 2007. In response to concerns that the CMS handling of the process
for awarding contracts to suppliers had significant flaws, Congress terminated
Round 1 two weeks after the program began with passage of the Medicare Improve-
ments for Patients and Providers Act of 2008 (MIPPA). In addition to making im-
provements to the program, MIPPA mandated that a modified version of Round 1
be re-bid and implemented in 2011, and that the number of MSAs be reduced to
nine. The cost of this delay was offset by a 9.5 percent reduction in 2009 DMEPOS
fee schedule payments for competitively bid items. Recently, the Medicare actuaries
found that Round 1 has reduced program expenditures by $202 million in 2011.

The competitive bidding program will soon undergo significant expansion beyond
the initial nine MSAs. The Affordable Care Act (ACA) expanded the program so that
Round 2 includes an additional 91 MSAs. CMS is now assessing supplier bids for
Round 2 with the intent that competitively bid prices in these 91 MSAs take effect
in mid-2013. The ACA directed the Secretary of the Department of Health and
Human Services to use competitively bid prices nationwide beginning in 2016. The
Medicare actuaries expect the competitive bidding program to save $43 billion over
the next 10 years, including saving beneficiaries $17 billion, relative to the prior fee
schedule-based system.

In announcing the hearing, Chairman Herger stated, “Congress established the
competitive bidding program in light of evidence that the Medicare fee
schedule payments far exceeded retail rates, leaving the DMEPOS benefit
prone to waste, fraud, and abuse. I believe strongly in the competitive
forces of the private market and the first year of the program shows this
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process has resulted in lower costs for Medicare and its beneficiaries.
While this is encouraging, it is important to ensure the process by which
suppliers compete is fair and that beneficiaries receive needed care. This
hearing will help the Subcommittee understand the successes and chal-
lenges with Round 1 before the program’s scheduled significant expansion
next year.”

FOCUS OF THE HEARING:

The hearing will focus on the impact of the DMEPOS competitive bidding pro-
gram on beneficiaries, suppliers, and Medicare expenditures and the implications for
program expansion.

DETAILS FOR SUBMISSION OF WRITTEN COMMENTS:

Please Note: Any person(s) and/or organization(s) wishing to submit for the hear-
ing record must follow the appropriate link on the hearing page of the Committee
website and complete the informational forms. From the Committee homepage,
http:/ |waysandmeans.house.gov, select “Hearings.” Select the hearing for which you
would like to submit, and click on the link entitled, “Click here to provide a submis-
sion for the record.” Once you have followed the online instructions, submit all re-
quested information. ATTACH your submission as a Word document, in compliance
with the formatting requirements listed below, by the close of business on
Wednesday, May 23, 2012. Finally, please note that due to the change in House
mail policy, the U.S. Capitol Police will refuse sealed-package deliveries to all House
Office Buildings. For questions, or if you encounter technical problems, please call
(202) 225-1721 or (202) 225-3625.

FORMATTING REQUIREMENTS:

The Committee relies on electronic submissions for printing the official hearing
record. As always, submissions will be included in the record according to the discre-
tion of the Committee. The Committee will not alter the content of your submission,
but we reserve the right to format it according to our guidelines. Any submission
provided to the Committee by a witness, any supplementary materials submitted for
the printed record, and any written comments in response to a request for written
comments must conform to the guidelines listed below. Any submission or supple-
mentary item not in compliance with these guidelines will not be printed, but will
be maintained in the Committee files for review and use by the Committee.

1. All submissions and supplementary materials must be provided in Word format and MUST
NOT exceed a total of 10 pages, including attachments. Witnesses and submitters are advised
that the Committee relies on electronic submissions for printing the official hearing record.

2. Copies of whole documents submitted as exhibit material will not be accepted for printing.
Instead, exhibit material should be referenced and quoted or paraphrased. All exhibit material
not meeting these specifications will be maintained in the Committee files for review and use
by the Committee.

3. All submissions must include a list of all clients, persons and/or organizations on whose
behalf the witness appears. A supplemental sheet must accompany each submission listing the
name, company, address, telephone, and fax numbers of each witness.

The Committee seeks to make its facilities accessible to persons with disabilities.
If you are in need of special accommodations, please call 202—-225-1721 or 202-226—
3411 TTD/TTY in advance of the event (four business days notice is requested).
Questions with regard to special accommodation needs in general (including avail-
ability of Committee materials in alternative formats) may be directed to the Com-
mittee as noted above.

Note: All Committee advisories and news releases are available on the World
Wide Web at http:/ /www.waysandmeans.house.gov /.

————

Chairman HERGER. The subcommittee will come to order. We
are here today to assess the impact of the Medicare Durable Med-
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ical Equipment Competitive Bidding Program. Our intent is to un-
derstand the program’s impact on beneficiaries, suppliers, and
Medicare expenditures, and the implications or program expansion.
Congress mandated the use of competitive bidding to establish pay-
ment rates for high cost and high volume DME and Medicare Mod-
ernization Act of 2003. Congress took this action in response to evi-
dence that Medicare fee schedule payment rates often far exceed
retail prices.

In fact, in some cases, Medicare beneficiary copays exceeded the
cost of the device on the open market. These generous payment
rates also made the DME benefit especially vulnerable to waste,
fraud, and abuse. A successful small-scale test required through
the Balanced Budget Act of 1997 showed that competitive bidding
for DME was feasible. Consistent with the statutes the Centers for
Medicare and Medicaid Services implemented a competitive bid-
ding process for nine DME product categories in nine geographic
areas on January lst, 2011.

This first phase of implementation is known as Round 1. Medi-
care is in the process of expanding the competitive bidding program
to an additional 91 areas with competition-based payment amounts
to take effect in mid 2013. This expansion is referred to as Round
2. The DME supplier industry has long had concerns about the use
of competitive bidding. It is important to understand these con-
cerns, not only because numerous beneficiaries rely on medical
equipment to keep them in their homes and out of the hospital, but
also because many suppliers are the kinds of small businesses that
form the background of our economy.

Congress, with input from members of this committee, responded
to supplier concerns that the initial CMS effort to implement com-
petitive bidding was flawed. As a result, we passed the Medicare
Improvements for Patients and Providers Act in 2008, which termi-
nated the initial Round 1 and required that it be a bid once im-
provements were made. That said, it is important that Medicare
pay a reasonable and responsible price for DME so that beneficiary
and taxpayer dollars are used wisely.

CMS has reported that the competitive bidding program resulted
in $200 million in savings in 2011. These first-year program sav-
ings are derived largely from competition-based payment amounts
that are on average, 32 percent lower than DME fee schedule
prices. And these lower prices mean that beneficiaries are paying
less in the form of their 20 percent coinsurance.

A comparison of the Medicare payment for an oxygen concen-
trator, a common DME item, shows how the Medicare program and
its beneficiaries benefit from lower prices derived from the competi-
tive bidding. In the nine Round 1 MSAs, Medicare would have paid
$2,080 under the DME fee schedule with a beneficiary paying 20
percent, or $416 on average. By contrast, with competitive bidding,
Medicare paid $1,395 and the beneficiary paid $279 on average.

While I strongly believe in the competitive forces of the private
market, the process by which the competition is conducted must be
fair. To help the subcommittee understand the successes and chal-
lenges associated with Round 1, before the program scheduled ex-
pansion next year, we will hear from witnesses who collectively
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provide a balanced range of perspectives on the competitive bidding
program.

Before I recognize Ranking Member Stark, but I understand we
will have Congressman Thompson speaking for him, I ask unani-
mous consent that all members’ written statements be included in
the record. Without objection, so ordered.

Chairman HERGER. I now recognize the gentleman from Cali-
fornia, for 5 minutes.

Mr. THOMPSON. Chairman Herger, thank you for holding this
hearing on Medicare’s Durable Medical Equipment Competitive
Bidding Program. Last year, we held a hearing on this topic in May
2008, and what a different several years can make. That hearing
revealed serious problems with the implementation of competitive
bidding for DME. The health subcommittee worked together on bi-
partisan legislation to delay implementation of Round 1. Impor-
tantly, we didn’t just give the industry a pass. We reduced DME
payments nationwide by 9.5 percent for all product categories that
would have been in the DME demonstration, and we required CMS
to revise the program to avoid missteps from the initial implemen-
tation effort.

Historically, this subcommittee has raised concerns with competi-
tive bidding. We want higher quality and lower prices. We can sim-
ply implement those changes through the fee schedule and other
administrative tools.

I have serious concerns about using competitive bidding for other
services, but purchasing equipment is a fairly straightforward
transaction, and I have been pleasantly surprised by the outcome
of the Round 1 rebid. Unlike the first try, we haven’t heard an out-
cry from suppliers around the country facing difficulties in filling
applications.

CMS really seems to have worked diligently to address the oper-
ational programs—problems that plagued the inept attempt—ini-
tial attempt. Not only does the demonstration appear to have been
implemented smoothly, it also appears that many of our concerns
about negative beneficiary effects haven’t occurred. We typically
hear directly from patients or their advocates when there are prob-
lems with such a substantial change to Medicare.

I can report that we have not received any beneficiary complaints
with regard to this demonstration. However, we need to be cautious
as we proceed toward further expansion and remain ever diligent
in looking out for negative effects for beneficiaries. I look forward
to hearing from both CMS and the GAO today.

In particular, I would like to thank the GAO for working with
us to expedite release of their statutorily mandated report on the
Round 1 rebid program. GAO’s work is the first outside audit of
this demonstration and I am especially interested in their expert
evaluation.

Our second panel will also be important. We will hear from sev-
eral DME suppliers and a patient advocate, all of whom will
present their opinions on the DME competitive bidding program to
date.

We need to be circumspect about drawing significant conclusions
from this hearing. We will hear an overview of the program in only
nine metropolitan statistical areas across our country. The program



6

will expand next year to an additional 91 areas. While Round 1 im-
pacts 6 percent of Medicare’s beneficiaries, Round 2 will increase
that to more than half of all Medicare beneficiaries. That is a sub-
stantial increase. While the evidence appears to indicate that CMS
can expand this program, while protecting beneficiary access to
care, saving money for beneficiaries through lowered cost sharing,
and recouping savings for taxpayers through lower overall Medi-
care spending, continued close scrutiny is necessary. DME is an im-
portant benefit. It enables people to remain in the community, and
out of institutions.

We have a duty, a duty to Medicare beneficiaries and to Amer-
ica’s taxpayers to ensure that we maintain access to quality care
at the best price available. With that, I yield back the balance of
Mr. Stark’s time.

Chairman HERGER. Thank you. On our first panel the sub-
committee will hear from two Government agencies. Laurence Wil-
son, who is the director of the Chronic Care Policy Group and the
Center for Medicare at CMS will discuss the agency’s efforts to im-
plement the competitive bidding program. Our second Government
witness is Kathleen King, who is the Director of Health Care at the
Government Accounting Office. Congress mandated that GAO
study the competitive bidding program. We look forward to hearing
from Ms. King on what her agency has found.

Mr. King, you are now recognized for 5 minutes—excuse me. Mr.
Wilson, you are recognized for 5 minutes.

STATEMENT OF LAURENCE WILSON, DIRECTOR, CHRONIC
CARE POLICY GROUP, CENTER FOR MEDICARE, CENTERS
FOR MEDICARE AND MEDICAID SERVICES

Mr. WILSON. Good morning, Chairman Herger, Mr. Thompson,
and ranking members—and distinguished Members of the Sub-
committee. I am pleased to be here today to discuss the Durable
Medical Equipment Prosthetic Orthotics and Supplies Competitive
Bidding Program. This important initiative, required under the
Medicare Modernization Act of 2003, and recently expanded under
the Affordable Care Act, has been effective in reducing beneficiary
out-of-pocket costs, improving the accuracy of Medicare’s payments,
reducing overutilization and ensuring beneficiary access to high-
quality items and services.

CMS successfully implemented the program on January 1, 2011,
in nine metropolitan areas after making a number of important im-
provements based on new requirements from Congress and after
listening to feedback from our stakeholders. We are pleased to re-
port that the program has saved $202 million in its first year of
operation a reduction of over 42 percent compared to 2010, with no
disruption in access, or negative health consequences for bene-
ficiaries. We are now continuing with the expansion of the program
to 91 additional areas of the country as the law requires.

CMS worked closely with stakeholders to design and implement
the program in a way that is fair for suppliers, and sensitive to the
care needs of beneficiaries. For example, the program includes pro-
visions to promote small supplier participation and numerous pro-
tections for beneficiaries. The program results in a large number
of winners so that beneficiaries are assured access and choice and
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there will continue to be competition among contract suppliers on
the basis of customer service and quality.

In addition, quality standards and accreditation combined with
financial standards provide safeguards to support good quality and
customer service, while acting to weed out bad actors and ensure
a level playing field for legitimate suppliers. The many improve-
ments made by Congress and CMS have been carried forward to
successive rounds of the program. These changes provide for a fair
process that is less complex for suppliers to navigate, and result in
more effective scrutiny of suppliers’ qualifications and the integrity
of their bids. We continue to make further improvements as the
program expands. For example, to help fulfill our commitment to
beneficiaries to ensure quality and good service, our comprehensive
monitoring system will be expanded to cover the 91 additional
areas and the various new items.

This state-of-the-art system examines 100 percent of Medicare
claims and other data in close to real-time and provides important
indications on whether access or quality is threatened. It tracks
over 3,400 data points including mortality, utilization, hospitaliza-
tions, ER visits, and many others to provide us with information
about the Medicare beneficiaries and the services they receive.

As I noted before, we have observed no trends in these health
status indicators that cause us concern. Where we have seen more
significant reductions in utilization, we have followed through with
further investigation. For example, for mail-order diabetic testing
supplies, we surveyed beneficiaries and found that they were still
testing, but not ordering new strips because they had stockpiles at
home, up to a 10-month supply or more, which is an indication of
the overutilization occurring prior to when the program took effect.

Our experience with Round 1 has shown that the competitive
bidding brings value to Medicare beneficiaries and taxpayers com-
pared to the current fee schedule system. In fact, the average price
discount across the nine metropolitan areas, is 35 percent. The
CMS actuary projects that the program will save $25.7 billion for
Medicare over the next 10 years and another $17.1 billion for bene-
ficiaries through lower coinsurance and premiums. In Orlando, the
purchase amount of a standard wheelchair dropped by $1,362. That
is a savings of $1,089 for Medicare, and the taxpayers, and an ad-
ditional $272 in savings for beneficiaries.

We are very pleased with the success of Round 1 of the program.
Nevertheless, we recognize that the scope of the program is ex-
panding and that it is a significant change for suppliers and pa-
tients. We will continue to monitor implementation closely, and be
prepared to act swiftly to address any concerns that may arise on
behalf of beneficiaries and suppliers.

We have a network in place, built around our National ombuds-
man, local ombudsman, regional offices, CMS caseworkers, contrac-
tors, and Medicare call centers to address and track questions and
concerns.

In summary, we will be diligent and thoughtful in our implemen-
tation of this important program as it expands to more areas of the
country, and we will continue to be open to further improvements
suggested by our stakeholders, Members of Congress, and others.
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Again, I very much appreciate the invitation to testify before you
today, and would be happy to take any questions.

Chairman HERGER. Thank you.

[The prepared statement of Mr. Wilson follows:]

#**TESTIMONY IS EMBARGOED UNTIL 9:00 AM
WEDNESDAY MAY 9, 2012%**

STATEMENT OF

LAURENCE D. WILSON
DIRECTOR RER
CHRONIC CARE POLICY GROUP -
CENTER FOR MEDICARE )
CENTERS FOR MEDICARE & MEDICAID SERVICES

ON

MEDICARE DURABLE MEDICAL EQUIPMENT COMPETI\T[VE BIDDING
PROGRAM

BEFORE. THE

U.S. HOUSE COMMITTEE ON WAYS AND MEANS
SUBCOMMITTEE ON HEALTH

MAY 9, 2012
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Hearing on the Medicare Durable Medical Equipment Competitive Bidding Program
U.S. House Committee on Ways and Means, Subcommittee on Health
May 9, 2012

Chairman Herger, Ranking Member Stark, and distinguished members of the Subcommittee, I
am pleased to be here today on behalf of the Centers for Medicare & Medicaid Services (CMS)
to discuss the competitive bidding program for durable medical equipment, prosthetics, orthotics
and supplies (DMEPOS). This important initiative is reducing beneficiary out-of-pocket costs
and program outlays, while ensuring continued access to high quality DMEPOS items and
scrvices, cstablishing Medicare’s DMEPOS paymcnts bascd on competitive markcet pricing, and
helping combat supplier fraud. On January 1, 2011, CMS launched the first phase of the
program in nine major metropolitan areas for nine product categories. I am pleased to report that
in its first year of operation, the DMEPOS competitive bidding program saved the Medicare fee-
for-service program approximately $202.1 million, and according to CMS’s Independent Office
of the Actuary, the program is projected to save the Medicare Part B Trust Fund $25.7 billion
between 2013 and 2022, with an additional $17.1 billion in savings for beneficiaries during that

period.

Overview and Program History

CMS is the largest purchaser of health care in the United States, serving more than 100 million
Medicare, Medicaid, and Children’s Health Insurance Program (CHIP) beneficiaries. Each year,
DMEPOS suppliers provide items and services, including power wheelchairs, oxygen
equipment, walkers and hospital beds, to millions of Medicare beneficiaries. In 2010, before
competitive bidding took effect, combined expenditures (including beneficiary cost-sharing)
were approximately $14.3 billion for DMEPOS. About 15.5 million Medicare beneficiaries used
DMEPOS in 2010.

The current Medicare DMEPOS benefit is plagued by an obsolete pricing methodology, grossly
inflated prices, and a well-documented proliferation of fraudulent practices fueled by these
inflated prices. With the exception of the 9 areas where competitive bidding is now in effect,
Medicare Part B currently pays for DMEPOS items and services using fee schedule rates for

covered items. In general, fee schedule rates are calculated per the statute using historical
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supplier charge data from more than 20 years ago that are often much higher than market prices.
Relying on historical charge data has resulted in Medicare payment rates that are often higher
than prices charged for identical items and services furnished to non-Medicare customers.
Mcdicare beneficiaries and taxpayers bear the cost of these inflated fee schedule rates. The
Department of Health and Human Services’ Office of Inspector General (OIG)I, the Government
Accountability Office (GAO), and other independent analysts have repeatedly warned that the
fee schedule prices paid by Medicare for many DMEPOS items are excessive, as much as three
or four times the retail prices and amounts paid by commercial insurers or customers who
purchase these items on their own. These inflated prices in turn increase the amount

beneficiaries must pay out-of-pocket for these items.

To providc greater value to the Medicare program, beneficiaries and taxpayers, Congress
established the Medicare DMEPOS Competitive Bidding Program in the Medicare Prescription
Drug, Improvement, and Modernization Act of 2003 (MMA) (P.L. 108-173). The program was
modeled after the successful demonstration projects in Polk County, Florida and San Antonio,
Texas between 1999 and 2002, which resulted in 20 percent savings for Medicare and
beneficiaries without any negative impact on access to equipment or quality of care for
beneficiaries. Under the MMA, the DMEPOS Competitive Bidding Program was to be phased
into Medicare so that competition under the program would initially begin in 10 metropolitan
statistical areas (MSAs) in 2007. Consistent with the statutory mandate, CMS conducted the
Round 1 competition in 10 areas and for 10 DMEPOS product categories, and implemented the
program on July 1, 2008, for two weeks. The program’s single payment amounts resulted in a
projected savings of approximatcly 26 pereent compared to the traditional Mcdicare fee
schedule. This indicated the potential for substantial savings for Medicare beneficiaries and

taxpayers upon full scale implementation of the program.

On July 15, 2008, the Medicare Improvements for Patients and Providers Act of 2008 (MIPPA)
(P.L. 110-275) delayed the starl of the program. MIPPA terminated the Round 1 contracts that

were in effect and reinstated fee schedule payment rates, required rebidding of the first round at a

! See, for example, Comparison of Prices for Negative Pressure Wound Therapy Pumps, OEI-02-07-00660, March
2009; Power Wheelchairs in the Medicare Program: Supplier Acquisition Costs and Services, OEI-04-07-00400,
August 2009; Medicare Home Oxygen Equipment: Cost and Servicing, OEI-09-04-00420, September 2006.

2
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later date, and imposed a nationwide 9.5 percent payment reduction for all Round 1 items in
2009. MIPPA required competition for Round 2 of the program to be conducted in 2011 in 70
additional MSAs. In addition to the delay, MIPPA mandatcd certain changes but maintained the
competitive bidding program. The Affordable Care Act (P.L. 111-148 and P.L. 111-152)
subsequently expanded the number of Round 2 MSAs from 70 to 91 and mandates that all areas
of the country be subject either to DMEPOS competitive bidding or payment rate adjustments to

the fee schedule using competitively bid rates by 2016.

CMS implemented a variety of operational improvements to the program prior to rebidding the
first round as required by MIPPA. CMS incorporated all of the program improvements required
by MIPPA, including the “covered document” review process. This process gives bidders the
opportunity to be notified of missing financial bid documents and submit the missing documents.
In addition, CMS implemented a number of other important improvements based on lessons
Iearned from the 2008 bidding process, feedback from stakcholders, and advice from the
Program Advisory and Oversight Committee. Some examples of these key operational
improvements include an upgraded bidder education program completed prior to the opening of
the bid window; a new and improved online bidding system; and enhanced bid evaluation
processes such as a comprehensive upfront licensing verification process, a more rigorous bona
fide bid evaluation process to verify the sustainability of very low bids, and increased scrutiny of

expansion plans for suppliers new to an area or product category.

Round 1 Rebid

With these improvements in place, CMS implemented the Round 1 Rebid of the competitive
bidding program in nine MSAs on January 1, 2011, covering nine DMEPOS product
categories.”” CMS awarded 1,217 DMEPOS competitive bidding program contracts to 356

suppliers. All contract suppliers were thoroughly vetted during bid evaluation to ensure that they

* In addition to the larger programmatic changes described above, MIPPA excluded the Puerto Rico MSA and
negative pressure wound therapy (NPWT) devices from the Round 1 Rebid.

*Round | Rebid product categories are: Oxygen Supplies and Fquipment; Standard Power Wheelchairs, Scooters,
and Related Accessories; Complex Rehabilitative Power Wheelchairs and Related Accessories (Group 2); Mail-
Order Diabetic Supplies; Enteral Nutrients, Equipment, and Supplies; Continuous Positive Airway Pressure (CPAP),
Respiratory Assist Devices (RADs), and Related Supplies and Accessories; Hospital Beds and Related Accessories;
Walkers and Related Accessories; and Support Surfaces (Group 2 mattresses and overlays) in Miami only.
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were in good standing with Medicare and met Medicare enrollment rules, quality and financial
standards, and accreditation and state licensure requirements. CMS also screened and evaluated
all bids to ensure that they were bona fide and based on real supplier costs. Only qualified
bidders with bona fide bids were offered contracts. The bid evaluation process ensured that there
would be more than enough suppliers, including small business suppliers, to meet the needs of
the beneficiaries living in the competitive bidding arcas (CBAs). Approximately 51 percent of
the winning suppliers from the Round | Rebid are small business suppliers, well exceeding the
30 percent goal established by CMS. Ninety-two percent of suppliers that were offered a

contract accepted the contract terms.

While only nine MSAs currently participate in competitive bidding, the program is already
generating significant savings for the Federal government and the approximately 2.3 million
Medicare fee-for-service beneficiaries residing in the areas where competitive bidding is in
effect. According to CMS’s analysis of claims from 2010 and 2011, the competitive bidding
program has reduced DMEPOS spending by approximately $202.1 million—or 42 percent
overall—in the nine Round 1 Rebid areas. The program has significantly reduced payment
amounts, with an average price reduction of 35 percent from the fee schedule. For example, if
Medicare supplicrs in the ninc CBAs had instcad been paid the 2011 Mcdicare fee-schedule
amounts, Mcdicare suppliers would have been paid $173.31 per month for stationary oxygen
equipment (e.g., oxygen concentrators), of which the beneficiary would have paid 20 percent in
cost-sharing. (The supplier would have received $2,079.72 over the course of the year, of which
the beneficiary would have paid $415.94 in cost-sharing.) Under the competitive bidding
program, the average Medicare allowed monthly payment amount for stationary oxygen
equipment in the nine competitive bidding areas has been reduced by 33 percent from $173.31 to
$116.16. Further, a beneficiary’s cost-sharing responsibility for stationary oxygen equipment

rental for a year has been reduced by an average of $137 in the nine areas.

* Medicare fee-for-service claims. Savings derived by comparing 2010 to 2011 Part B-allowed charges, which
include program expenditures and beneficiary cost-sharing. Claims for 2011 are estimated to be 98 percent
complete.
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Monitoring of Beneficiary Health Status and Access

CMS has closely monitored the results of the competitive bidding program since implementation
to ensure that savings goals of the program have been achieved and — more importantly — to
ensure that beneficiary access to appropriate supplies and equipment has not been compromised.
To ensure effective monitoring, CMS implemented a real-time claims monitoring system which
analyzes the utilization of the nine product categories. CMS’ claims monitoring system was
designed to pay particular attention to potential changes in key secondary indicators such as
hospital admissions, emergency room visits, physician visits, and admissions to skilled nursing
facilities before and after the implementation of the new payment model. To conduct this
monitoring, the system looks at threc comparison groups of beneficiaries over time: 1) all
Medicare beneficiaries living in one of the nine areas compared to beneficiaries living in a
similar gcographic area not yet subject to competitive bidding (e.g., Orlando vs. Tampa); 2)
beneficiaries most likely to use a particular item living in one of the nine areas compared to
beneficiaries most likely to use the item in a similar geographic area; and 3) beneficiaries
actually using an item living in one of the nine areas compared to beneficiaries actually using an
item living in a similar geographic area. Beneficiaries are considered likely to use a
competitively bid item based on the presence of particular health conditions (for instance,

patients with pulmonary disease are monitored for use of oxygen therapy).

For the first year of the program, CMS’ real-time claims monitoring and subsequent follow-up
has indicated that beneficiary access to all necessary and appropriate items and supplies has been
preserved in the nine CBAs. Moreover, utilization of hospital services, emergency room visits,
physician visits, and skilled nursing facility care has remained consistent with the patterns and
trends seen throughout the rest of the country. The results of our claims monitoring are regularly

posted on the CMS website.”

Using the information generated by the real time monitoring, CMS has conducted follow up as
necessary. For example, CMS” monitoring revealed declines in the use of mail-order diabetes
test strips and Continuous Positive Airway Pressure (CPAP) supplies in the CBAs. In response

to these utilization declines, CMS initiated three rounds of outbound phone calls to users of these

* Health status monitoring summaries are available at hitp://www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/DMEPQOSCompetitiveBid/Monitoring.htm} .
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supplies in the nine CBAs, two rounds of calls for users of mail-order diabetes test strips and one
round of calls to uscrs of CPAP supplics. In cach round, CMS staff randomly identificd 100
beneficiaries who used the items before the program began but had no claims for the items in
2011. The calls revealed that in virtually every casc, the beneficiary reported having more than
cnough supplies on hand, often multiple months” worth, which would suggest that beneficiaries
had historically received excessive replacement supplies before they were medically necessary.
As a result of this monitoring, CMS concludes that the competitive bidding program may have

curbed previous inappropriate distribution of these supplies.

In addition to careful monitoring of beneficiary health status, CMS is tracking the number of
inquiries and complaints made to our regional offices, 1-800-MEDICARE, and the Medicare
Competitive Acquisition Ombudsman’s Office. During pre-implementation education, CMS
aggressively markcted the 1-800-MEDICARE call center as a primary information tool for
beneficiaries. In 2011, CMS received 127,466 beneficiary inquiries regarding the competitive
bidding program, which represented less than | percent of total call volume at the 1-800-
MEDICARE call center. The vast majority of inquiries were about routine matters such as
questions about the program or finding a contract supplier. The number of overall beneficiary
complaints, defined as inquiries that express dissatisfaction with the program and cannot be
resolved by a call center operator, continues to be minimal. All complaints were assigned to
program experts for prompt resolution. Tn the fourth quarter of 2011, CMS received complaints
from only six beneficiaries. This is a minute fraction of the 2.3 million fee-for-service

beneficiaries residing in the nine CBAs.

Table 1: Beneficiary Complaints by Quarter, 2011

Quarter 1 Quarter 2 Quarter 3 Quarter 4 Total

ge"eﬁc‘?ry 43 73 29 6 151
omplaints

The small number of beneficiary inquiries and complaints further corroborate the positive results

shown in the real-time claims monitoring data.
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Round 2 Expansion and National Mail Order Competition

Building on the success of the Round 1 Rebid, CMS is already in the process of expanding the
competitive bidding program to 91 additional areas as required by MIPPA and the Affordable
Care Act. The bidding process is very similar to the process used successfully in the Round 1
Rebid, with minor adjustments. In addition to the items included in the Round 1 Rebid, CMS
has expanded the list of items bid by combining standard manual wheelchairs, standard power
wheclchairs, and scooters to form a new expanded standard mobility device product category;
cxpanding bidding for support surfaccs throughout all Round 2 areas; and adding negative
pressure wound therapy pumps and related supplies and accessories as an additional product
category. CMS is also conducting a national mail-order competition for diabetic testing supplies
at the same time as Round 2. The national mail-order competition includes all 50 States, the
District of Columbia, Puerto Rico, the U.S. Virgin Islands, Guam, and American Samoa. The
bidding window was open from January 30 to March 30, 2012. CMS is currently evaluating the
bids reccived and expects to announce the payment amounts and begin the contracting process in
Fall 2012, with an announcement of contract supplicrs in Spring 2013. We anticipate that the

Round 2 and national mail-order program contracts and prices will bc implemented in July 2013.

CMS is continuing to make additional improvements in the bidding process for Round 2,
focusing on increasing the scrutiny of bids and enhancing the successful bidder education
program. CMS already used a rigorous bona fide bid review process in Round [ to protect
against unrealistic low bids. During the Round I Rebid bid evaluation, we found that about 8
percent of bids were extremely low in comparison to other bids, so we asked these bidders to
send us invoices and rationales explaining how they could furnish items at the bid price. Bidders
were able to prove that 67 percent of these comparatively low bids were feasible. We rejected all
of the bids that were not proven feasible, and we did not offer contracts to these suppliers or
include the rejected bids in the calculation of single payment amounts. CMS is strengthening
this rigorous process for Round 2 by focusing more on the highest costs, highest volume items
and subjecting more bids to additional review beyond the initial screening and evaluation
process. CMS also improved bidder education materials to emphasize more strongly the need to

submit bids that include the cost for the supplier to buy the item, overhead, and profit.
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To help the large number of suppliers in these MSAs understand the process, CMS launched a
bidder education program in November 2011. This program was designed to ensure that
DMEPOS suppliers interested in bidding received the information and assistance they needed to
submit complete bids in a timely manner. Comprehensive information on an array of topics,
including bidding rules, user guides, policy fact sheets, checklists and bidding information

charts, was made available at hitp://www.dmecompetitivebid.com. Bidders could also call a toll

free help desk with expanded hours with any questions about the bidding process. The bidder
education program featured numerous enhancements such as improved Request for Bids
instructions, updated fact sheets, and a series of educational webcasts. The webcasts were posted
online and could be accessed 24 hours a day to ensure maximum opportunities for suppliers to

review them,

CMS recognizes that the success of Round 2 will require significant efforts to educate
beneficiaries, beneficiary partners, providers, stakeholders and contract suppliers about the
program and, accordingly, is preparing to scale up the successful education and outreach efforts
used in Round 1. The primary goal of this education campaign will be to keep beneficiaries,
caregivers, referral agents (e.g., hospital discharge planners and physicians), and other
stakcholders informed about the program and how it affects them. Outreach to beneficiarics will
include fact sheets, brochures and booklets, Frequently Asked Questions and other postings on
medicare.gov, newsletters, an update to the annual Medicare & You Handbook, emails, and
letters. In addition, our 1-800-MEDICARE customer service representatives and direct service
caseworkers are being trained and educated so they are better able to assist beneficiaries who

may come to them with questions about the program.

CMS will deploy our central and regional office staff, along with local ombudsmen to work with
providers of health carc scrvices, established networks of providers, and bencficiary advocacy
organization partners to keep beneficiaries informed. Outreach to physicians, social workers,
referral agents, discharge planners and others will be delivered through the various listservs, and
through the Medicare Learning Network (MLN), via MLN Matters articles, fact sheets,
brochures, and national provider calls. Educational materials for medical professionals will be
available on the cms.gov website and are also communicated through national and State/local

provider associations covering all provider types, as well as through the Medicare fee-for-service
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contractors via their websitces, listservs, bullctins and cducational seminars. CMS plans to begin
Round 2 outreach activities in the coming months, working first to make beneficiaries and
stakeholders aware of the program and its benefits, while allaying potential concerns or

confusion.

Conclusion

The DMEPOS competitive bidding program is saving money for Medicare and beneficiaries,
while continuing to provide access to high quality supplies to those who need them. Over a year
into the program, CMS has demonstrated that the program has had no negative impacts to the
health of our beneficiaries and has curbed inappropriate use of certain items. As we seek ways to
strengthen and preserve Medicare, DMEPOS competitive bidding serves as part of the solution,

generating significant long-term savings to the Medicare Part B Trust Fund.

CMS looks forward to building on this success with the implementation of Round 2 of the
program and will strive for continual improvement as it expands to serve more beneficiaries.
Throughout the implementation process, CMS has appreciated the interest and feedback of
Members of this Subcommittee and your constituents as we strive to make the program as
effective as possible for the suppliers and beneficiaries in your districts. We look forward to

continuing to work with you on this important initiative.

Chairman HERGER. Ms. King, you are now recognized for 5
minutes.
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STATEMENT OF KATHLEEN KING, DIRECTOR, HEALTH CARE,
GOVERNMENT ACCOUNTABILITY OFFICE

Ms. KING. Chairman Herger, and Members of the subcommittee,
I am pleased to be here today.

Chairman HERGER. Let’s have you push the button.

There is a button in front, I believe.

Mr. RYAN. You have to turn it on.

Ms. KING. It says talk.

Mr. RYAN. Is there a green light that is on in front of you there?

Ms. KING. Is that better?

Chairman HERGER. That is much better.

Ms. KING. I pressed the wrong talk. Chairman Herger, and
Members of the Subcommittee, I am pleased to be here today to
discuss a report that we are releasing on the Round 1 rebid of the
Medicare Competitive Bidding Program for Durable Medical Equip-
ment. Congress directed us to examine several issues regarding the
Round 1 rebid, and those are the subject of our report today. We
found that the number of bidding suppliers and the number of con-
tracts awarded in the Round 1 rebid were very similar to Round
1. About a third of the 1,011 suppliers, or 356 suppliers that bid
in the Round 1 bidding, were awarded at least one contract. CMS
made improvements to the bidding process for the Round 1 rebid,
and many fewer bids were disqualified in the Round 1 rebid than
in Round 1.

However, many suppliers still had difficulty meeting the bid re-
quirements. And, as in Round 1, CMS determined that some sup-
pliers bids had been disqualified incorrectly. Subsequently, CMS
extended contracts to seven of those suppliers.

During the first year, few contract suppliers, about 6 percent of
those awarded contracts, had their contracts terminated by CMS,
voluntarily canceled their contracts, or were involved in ownership
changes. Under the program, many noncontract suppliers exercised
the option to grandfather rental DME items for beneficiaries they
were furnishing those services to prior to the program.

We found that the number of these grandfathered suppliers gen-
erally decreased steadily throughout the year as the rental periods
expired, or as beneficiaries chose a contract supplier.

Some contracting suppliers entered into subcontracting agree-
ments with noncontract suppliers to furnish services to bene-
ficiaries. In July of last year, about 31 percent of contracting sup-
pliers had subcontracting agreements. As the CBP allowed, 43 dis-
tinct or unique suppliers had contracts for product categories in
which they did not have prior experience, and 44 distinct suppliers
were awarded contracts in areas where they did not have a prior
business location.

CMS’s beneficiary access monitoring efforts reported declining in-
quiries and complaints over the first year of the program, high lev-
els of beneficiary satisfaction, and no changes in health outcomes.
Although some of CMS’s monitoring efforts have limitations, in the
aggregate, they provide useful information to CMS regarding bene-
ficiary access and satisfaction. Medicare claims data from the first
6 months of the Round 1, show that fewer distinct beneficiaries in
the areas received DME items in 2011 than 2010 for the six prod-
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uct categories we analyzed. However, we do not assume that utili-
zation in 2010 was the appropriate level of Medicare utilization.

Further, the decline in the number of beneficiaries receiving
services in 2011 does not necessarily indicate that beneficiaries did
not have access to needed DME. It is too soon to determine the full
effects on Medicare beneficiaries and suppliers. Although we found
that in general, the Round 1 rebid was successfully implemented,
our findings are based on the limited data available at the time we
did our work. While the prevalence of grandfathered suppliers for
some rental items may have ameliorated beneficiary access con-
cerns during the first year, the number of grandfathered suppliers
will continue to decline as rental agreements expire.

Likewise, we don’t know yet whether any change in the number
of subcontracting suppliers will affect beneficiary access. Therefore,
more experience with the program is needed, particularly to see if
beneficiary access problems emerge. For that reason, it is impor-
tant to continue to monitor changes in the number of suppliers cov-
ering beneficiaries, and trends in utilization.

Mr. Chairman, that concludes my prepared remarks. I would be
happy to answer questions.

[The prepared statement of Ms. King follows:]
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Chairman Herger, Ranking Member Stark, and Members of the
Subcommittee:

| am pleased to be here today to discuss the Medicare' competitive
bidding program for selected durable medical equipment (DME) and
certain other items. My testimony today is focused on our review of the
Centers for Medicare & Medicaid Services (CMS)? implementation of
the competitive bidding program (CBP) round 1 rebid that began on
January 1, 2011.

Most Medicare beneficiaries participate in Medicare Part B,® which helps
pay for DME items, such as oxygen, wheelchairs, hospital beds, walkers,
as well as prosthetics, orthotics, and related supplies. Medicare
beneficiaries typically obtain DME items from suppliers, which submit
claims for payment to Medicare on behalf of beneficiaries. Both we and
the Department of Health and Human Services (HHS) Office of Inspector
General {OIG} have reported that Medicare and its beneficiaries have
sometimes paid higher-than-market rates for various medical equipment

Medicare is a federal health insurance program for people age 65 and older, individuals
under age 65 with certain disabilities, and individuals diagnosed with end-stage renal
disease.

2CMS is an agency within the Department of Health and Human Services that has
responsibility for administering the Medicare program.

3Medicare Part B helps pay for certain physician, outpatient hospital, laboratory and other
services, and medical equipment and supplies—DME. Beneficiaries are required to pay a
monthly premium for Part B coverage, an annual deductible, and coinsurance. In general,
Medicare beneficiaries pay 20 perceni—the coinsurance—of the Medicare fee schedule
payment rate for the DME item after reaching their annual Medicare Part B deductible. In
2010, CMS reported that Medicare Part B and beneficiaries paid approximately $14.3
bitfion for DME and related items.

Page 1 GAO-12-733T
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and supply items.? These overpayments increase costs to both Medicare
and its beneficiaries.

To achieve Medicare savings for DME, the Medicare Prescription Drug,
Improvement, and Modernization Act of 2003 required that CMS
implement the CBP for certain DME. CMS began implementing the first
round of the CBP in 2007 and 2008—but 2 weeks after the round 1
began, the Medicare Improvements for Patients and Providers Act of
2008 (MIPPA) terminated the first round of supplier contracts and
required CMS to repeat the CBP round 1—the round 1 rebid. In 2009,
CMS began implementing the round 1 rebid, which resulted in the award
of contracts to suppliers with payments that began on January 1, 2011.
Nine competitive bidding areas® and nine product categories® for selected

4GAO, Medicare: CMS Has Addressed Some implementation Problems from Round 1 of
the Durable Medical Equipment Competitive Bidding Program for the Round 1 Rebid,
(GAO-10-1057T (Washington, D.C.: Sept. 15, 2010); GAO, Medicare: CMS Working to
Address Problems from Round 1 of the Durable Medical Equipment Competitive Bidding
Program, GAQ-10-27 (Washington, D.C.: Nov. 8, 2009); GAO, Medicare: Competitive
Bidding for Medical Equipment and Supplies Could Reduce Program Payments, but
Adequate Oversight Is Critical GAQ-08-767T (Washington, D.C.: May 6, 2008); GAO,
Medicare: Past Experience Can Guide Future Competitive Bidding for Medical Equipment
and Supplies, GAQ-04-765 (Washington, D.C.: Sept. 7, 2004); Department of Health and
Human Services Office of Inspector General, A Comparison of Prices for Power
Wheeichairs in the Medicare Program, OEI-03-03-00460 {Washington, D.C.: April 2004);
and Janet Rehnquist, Inspector General, Department of Heaith and Human Services,
Medicare Reimbursement for Medical Equipment and Supplies, testimony before the
Senate Committee on Appropriations, Subcommittee on Labor, Health and Human
Services, and Education, 107th Cong., 2nd sess., June 12, 2002.

5The nine CBP round 1 rebid competitive bidding areas are: Charlotte (Charlotte-
Gastonia-Concord, Narth Carolina and South Carolina); Cincinnati {Cincinnati-Middletown,
Ohio, Kentucky, and Indiana); Cleveland (Cleveland-Elyria-Mentor, Ohio); Dallas (Dallas-
Fort Worth-Arfington, Texas); Kansas City {Kansas City, Missouri and Kansas}); Miami
(Miami-Fort Lauderdale-Pompano Beach, Florida); Orfando (Orfando-Kissimmee, Florida);
Pittsburgh (Pittsburgh, Pennsylvania); and Riverside {(Riverside-San Bernardino-Ontario,
Califomia).

$The CBP round 1 rebid’s nine product categories are: complex power wheelchairs
(complex rehabilitative power wheelchairs and related accessories—limited to group 2—
power wheelchairs with power options}; CPAP/RAD {continuous positive airway pressure
devices, respiratory assist devices, and related supplies and accessaries); enteral (enteral
nutrients, equipment, and supplies); hospital beds (hospital beds and related accessories);
mail-order diabetic supplies; oxygen (oxygen supplies and equipment); standard power
wheelchairs {standard power wheelchairs, scooters, and related accessories); walkers
(walkers and related accessories); and support surfaces {support surfaces {imited to group
2 mattresses and overlays—pressure reducing support surfaces for persons with or at
high risk for pressure uicers—in the Miami competitive bidding area only).

Page 2 GAQ-12-733T
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DME items were included in the CBP round 1 rebid. CMS has estimated
that the rebid will lead to significant savings for Medicare.

MIPPA also required us to examine particular issues regarding early
results from the ongoing CBP round 1 rebid.” We reviewed (1) the
outcomes of the CBP round 1 rebid process including bid disqualifications
and contracts awarded; (2) the effect of the CBP round 1 rebid on DME
suppliers; (3) how the CBP round 1 rebid has affected Medicare
beneficiary access to and satisfaction with selected DME; and (4) the
extent to which the CBP round 1 rebid has affected the utilization of
selected DME items.

My remarks today are based on our report, released today, Medicare:
Review of the First Year of CMS’s Durable Medical Equipment
Competitive Bidding Program’s Round 1 Rebid.® In that report, to
examine CBP outcomes and effects, we analyzed data from CMS and its
feedback provided to bidding suppliers, analyzed 2011 CBP data about
different types of suppliers, and interviewed CMS and CBP contractor
officials, DME industry groups, and suppliers. To examine the CBP’s
effects on beneficiary access, we analyzed Medicare claims data for the
first 6 months of 2011, because claims data for those months were the
most complete, and compared that data to the same months in 2010. Our
findings on the first year of the round 1 rebid are based on the limited
evidence available at the time we did our work; more data will become
available as the CBP continues. CMS officials commented on a draft of
our report. Our work was performed in accordance with generally
accepted government auditing standards from May 2011 through May
2012 for both the report and for this statement.

Our work on the outcomes of the CBP round 1 rebid found that the
number of bidding suppliers and the number of contracts awarded in the
CBP round 1 rebid were very similar to the CBP round 1 and about a third
of the 1,011 suppliers that bid in the rebid were awarded at least one CBP
contract. CMS made improvements to the bidding process for the CBP
round 1 rebid—such as providing additional information about
disqualification reasons—and significantly fewer bids were disqualified
than in round 1. However, many suppliers still had difficulty meeting bid

"Pub. L. No. 110-275, § 154(c), 122 Stat. at 2565-6.
8GAD-12-683 (Washington, D.C.: May 9, 2012).

Page 3 GAO-12-733T
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requirements. Of the bids that were disqualified during the initial bid
review, 73 percent were disqualified because suppliers failed to provide
the required financial documentation or did not meet CMS’s minimum
financial standard threshold for suppliers.? The number of bids
disqualified for missing financial documentation in the CBP round 1 rebid
would have been higher if many suppliers had not benefited from a
MIPPA provision that required that CMS provide suppliers the opportunity
to be notified of and to submit missing required financial documentation—
a process not available during CBP round 1. As a result, 93 of the

321 suppliers—about 29 percent—that were notified by CMS that they
had missing financial documentation, and subsequently provided correct
documentation, were ultimately awarded one or more CBP contracts. in
the CBP round 1 rebid, as in CBP round 1, CMS determined that some
suppliers’ bids had been disqualified incorrectly. CMS told us it received
bid inquiries from 99 suppliers that had bids disqualified in the CBP round
1 rebid and subsequently extended contracts to 7 of those suppliers that
were found to have incorrectly disqualified bids.

During CBP’s first year, few contract suppliers—those awarded CBP
contracts—had their contracts terminated by CMS, voluntarily canceled
their contracts, or were involved in ownership changes. Under the CBP,
many non-contract suppliers—those that were not awarded CBP
contracts—exercised the option to grandfather certain CBP-covered
rental DME items for beneficiaries they were furnishing prior to the
implementation of the CBP. Many grandfathered suppliers, for example,
continued to furnish the CBP-covered oxygen product category to their
beneficiaries. The number of these suppliers generally decreased steadily
throughout the first year as CBP-covered beneficiaries’ rental periods
expired or as beneficiaries chose contract suppliers. Some contract
suppliers entered into subcontracting agreements with non-contract
suppliers to furnish certain services to CBP-covered beneficiaries. As the
CBP allows, some contract suppliers were awarded contracts for product
categories that they did not have prior experience in, or for competitive
bidding areas where they did not have a prior business location.

CMS's on-going monitoring activities generally indicate that beneficiary
DME access and satisfaction have not been affected by the CBP.
Although some of these efforts have limitations, in the aggregate, they

9These bids may also have been disqualified for other reasons.

Page 4 GAO-12-733T
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provide useful information to CMS regarding beneficiary access and
satisfaction. CBP-related calls to 1-800-MEDICARE declined during the
first year of CBP implementation. Two percent of calls were from
beneficiaries with an urgent need for CBP-covered DME. Of

127,466 inquiries in 2011, CMS classified 151 as complaints.'® Seventy-
seven percent of CBP complaints—or 118 compfaints—occurred in the
first half of 2011. CMS’s pre-and post-implementation beneficiary
satisfaction survey did not reveal systemic beneficiary access or
satisfaction problems with the CBP, although the survey’s questions were
limited. For all six questions regarding the CBP, nearly 90 percent of
beneficiaries reported their service as being “good” or “very good”.
Beneficiary satisfaction survey results within competitive bidding areas
show a drop of one to three percentage points on each of the six
questions from pre-implementation in 2010 to post-implementation in
2011. CMS tracks health outcomes including, for example,
hospitalizations, physician visits, and deaths, for beneficiaries potentially
affected by the CBP. While the data do not show directly whether
outcomes were caused by problems accessing CBP-covered DME, CMS
reports no changes in health outcomes for beneficiaries living in
competitive bidding areas in 2011.

Medicare claims data from the first 6 months of the CBP round 1 rebid
show that fewer distinct CBP-covered beneficiaries' in competitive
bidding areas received DME items in 2011 than in 2010 for the six CBP
product categories that we analyzed.'? For example, the number of
distinct beneficiaries receiving hospital bed product category items in the
CBP areas was about 13 percent lower in May 2011 than the distinct
beneficiaries receiving these items in May 2010. However, we do not

10CMS defines a CBP complaint as a CBP inquiy that cannot be resolved by any
customer service representative with 1-800-MEDICARE and is sent to another entity—
such as a CMS regional office—for resolution.

"Each distinct Medicare beneficiary is only counted once in each of the 6 months
analyzed in 2010 and 2011 for each product category in a competitive bidding area,
regardless of how many items that beneficiary received.

2We did not inctude these round 1 rebid product categories: (1) the mail-order diabetic
testing supplies category due to some beneficiaries switching to non-mail-order sources, a
concern being studied by the HHS OIG; (2) the complex power wheelchair category due to
potential data reliability concerns reported by a CMS contiractor; and (3) the support
surfaces category because it is limited to only the Miami competitive bidding area in the
round 1 rebid.

Page 5 GAO-12-733T
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assume that utilization in 2010 was the appropriate level of Medicare
utilization and the decline in the number of beneficiaries served between
2010 and 2011 does not necessarily indicate that beneficiaries did not
have access to needed DME.

Although the first year of the CBP round 1 rebid has been completed, it is
too soon to determine its full effects on Medicare beneficiaries and DME
suppliers. Although we found that the round 1 rebid was, in general,
successfully implemented, our findings are based on the limited data
available at the time we did our study and for only the first year of the
rebid’s contract period. While the prevalence of grandfathered suppliers
for some CBP rental items may have ameliorated beneficiary access
concerns during the first year, the number of grandfathered suppliers will
continue to decrease as rental agreements expire. Likewise, it is not yet
known whether any change in the number of subcontracting suppliers will
affect beneficiary access. Therefore, more experience with DME
competitive bidding is needed, particularty to see if evidence of
beneficiary access problems emerges. For that reason, it is important to
continue to monitor changes in the number of suppliers serving CBP-
covered beneficiaries and trends in utilization of the CBP-covered DME.

Chairman Herger, Ranking Member Stark, and Members of the
Subcommittee, this completes my prepared statement. | would be
pleased to respond to any questions that you may have at this time.

If you or your staff have any questions about this testimony, please
contact me at (202) 512-7114 or kingk@gao.gov. Contact points for our
Offices of Congressional Relations and Public Affairs may be found on
the last page of this statement. GAQ staff who made key contributions to
this testimony are listed in appendix .

Page 6 GAO-12-733T
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Chairman HERGER. Ms. King, thank you for your testimony,
and I am grateful for the work that GAO has put into examining
the performance of this program. As you know, Congress responded
to initial concerns about the implementation of Round 1 by stop-
ping it and requiring CMS to rebid it using an improved process.
Did Round 1 rebid go more smoothly than the initial Round 1, and
were Congress’ concerns addressed?

Ms. KING. Yes, they were. The Round 1 rebid was definitely
much more smooth than the Round 1, and we evaluated the Round
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1, and found a number of significant issues with that, and many
of them were resolved. In particular, CMS gave more information
about the kinds of financial documentation that were required and
gave notice to a supplier when their financial documentation was
incomplete. So most of the procedural aspects in Round 1 were defi-
nitely ameliorated.

Chairman HERGER. Thank you, Mr. Wilson, I would like to get
your reaction to some of the concerns we will be hearing from rep-
resentatives of the supplier industry later today. One concern is
that some suppliers may submit excessively low bids in order to be
offered a contract. Some believe there is an additional incentive to
submit low bids because bidders are not necessarily required to ac-
cept a contract when offered. Can you describe the process that
CMS uses to determine which bids are not legitimate, and there-
fore, disqualified from competing on bid price, and whether the
agency plans to expand this bona fide bid review process in Round
2

Mr. WILSON. I would be happy to address that, Mr. Chairman.
That was an issue that we gave serious consideration to in the de-
sign and development of the system, and is in fact, the subject of
a number of discussions with stakeholders. So for example, we
looked at the program and wanted to ensure that bids were bona
fide and ensure that we didn’t have essentially low-ball bids accept-
ed in the system that would be factored in the price. So we set up
a system to essentially screen the bids statistically, and if they
were aberrantly low, we would request information from the bid-
ders that would support the price that they bid. We would ask for
price sheets, manufacturer invoices, or other information that de-
tailed service requirements in order to support the amount that
they bid. And if they could not support that bid price, we actually
thrﬁw out those bids. We feel that that process worked very, very
well.

And so we are carrying that forward to the next two, Round 2
in the 91 areas and actually expanding it. We don’t feel as though
the lock-in aspect, or issue is necessarily practical and we do have
a concern that the statute may not allow us to carry that type of
aspect or approach forward within the system. But we don’t have
concerns because what we found in Round 2, was that essentially
92 percent of suppliers accepted their contract offers. The ones that
did not accept their contract offers, essentially their prices were
about half above the price or the median, and half below. So we
didn’t see that as a concern impacting price. That said, I think it
is something that we should look at as the program moves forward,
and consider.

Chairman HERGER. Another concern we often hear is that be-
cause participation in Medicare will be limited to suppliers whose
bids are accepted, other suppliers might be unable to stay in busi-
ness, and there would be less competition when contracts are rebid
in future years. What is your reaction to this concern, and could
you also comment on why CMS believes it makes sense to limit
participation to winning bidders rather than allowing any willing
supplier to receive the competitively bid rate?

Mr. WILSON. When we read the statute, it certainly tells us that
we can only contract with the winners in the competition to provide
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services. But I think there is an important reason for that. If you
allowed non-winners to subsequently participate, there would be no
incentive to offer value to Medicare and the taxpayers, no incentive
to bid a price that truly represented a true market price for the
product. And so I think it i1s important, from an economic sense
and from a program savings perspective, and value to beneficiaries,
to keep the program the way it is in that regard.

Chairman HERGER. Thank you. Mr. Thompson is recognized for
5 minutes.

Mr. THOMPSON. Thank you, Mr. Chairman. Mr. Wilson, in your
testimony, you state that the Round 1 rebid saved about $200 mil-
lion so far.

Mr. WILSON. Yes, sir.

Mr. THOMPSON. Do those savings accrue to both the Federal
Government, and to the beneficiaries?

Mr. WILSON. They do.

Mr. THOMPSON. If so, well, they do, so how much about the
Government save, and how much did beneficiaries save?

Mr. WILSON. I think we need to do further analysis of that.
What I can tell you today, sir, is that at least $41 million of the
$202 million, is direct beneficiary savings in terms of coinsurance.
I think there are additional savings that are related to premium
offsets, and I would be very happy to get back to you on that par-
ticular issue.

Mr. THOMPSON. Okay, thank you. And how much does the av-
erage DME user in these areas save? Do you have that number?

Mr. WILSON. Sure, the average price savings, is 35 percent, as
I mentioned in my testimony, and so I think that on average, given
that coinsurance is 20 percent for beneficiaries, that they would
save that 35 percent on their coinsurance.

Mr. THOMPSON. Well, and thanks for the good work of every-
one on this committee on both sides of the aisle. The MIPPA
strengthen accreditation requirements for all Medicare DME sup-
pliers. Has this requirement helped prevent fraud, waste and abuse
within the Medicare program?

Mr. WILSON. I absolutely think it has. It does several important
things. It elevates the standards by which suppliers, that suppliers
need to meet in order to participate in the program. It also pro-
vides for some very, very important clinical requirements that re-
late to how beneficiaries are—how the items and services are deliv-
ered to beneficiaries, how they are educated, and what standard
suppliers need to meet for the delivery of very, very important, and
critical care items like oxygen and wheelchairs.

Mr. THOMPSON. And how about the so-called illegitimate sup-
pliers? Were you able to weed out some of those as well?

Mr. WILSON. Well, we think that the accreditation program ab-
solutely does that, because again, it sets standards. Accreditation
agency goes out and survey suppliers. They need a physical loca-
tion in order to be surveyed. Information is collected. And so I
think that those kinds of standards erect barriers which filter out
or stop at the front door some of those illegitimate suppliers.

Mr. THOMPSON. The information that we have suggests that
CMS has received about 130,000 beneficiary inquiries, and about
150 beneficiary complaints about the competitive bidding program
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in 2011. And as you know, it is important that we figure this one
out, and make sure that beneficiary access to necessary suppliers
is appropriate. But we also need to make sure that suppliers are
complying with the terms of their contracts. So can you give us an
example, or any examples of beneficiary inquiry or complaints that
indicated supplier access, or quality problems and the actions that
your agency took to correct those?

Mr. WILSON. Sure. I would be happy to do that. And the first
thing I would say is we are very pleased with the 1-800 response
because we heavily marketed 1-800 to our information inter-
mediaries like beneficiary groups and State health insurance pro-
grams and many, many others so that we could answer questions
about the program and help our beneficiaries get the items and
services they need.

I think a good example of how we were able to address some con-
cerns that came up through the call center process may go to
wheelchair repairs. We had several instances of beneficiaries not
being able to obtain repairs. The supplier was having difficulty get-
ting parts from the manufacturer. We intervened in that process,
facilitated a discussion between the manufacturer, the supplier,
and the beneficiary in order to make sure the parts could be ac-
quired to fix the wheelchair. And then beyond that, CMS went back
and looked at its repair policy and expanded it to allow essentially
any supplier to do any repair so that we could stem any future
problems like that. So we had a policy response that worked. We
had a response for the individual that worked, and I think that
that was a very good result.

Mr. THOMPSON. And then in the areas with competitive bid-
ding, there has been some concerns that it has brought about an
increased use in hospital care and ER visits. I know you are moni-
toring this. Can you speak about this complaint and about that in-
creased hospital visit issue?

Mr. WILSON. I would be happy to. We are not seeing increased
hospitalizations. We have a very sophisticated monitoring system.
We look at the entire competitive bidding area. We look at those
beneficiaries that may be in a specific disease group, COPD, em-
physema, that may use oxygen for example, that are likely to ac-
cess the product, and then we look at the specific utilizers of the
product. We look at all three cohorts to see if there are any types
of concerns which would go to maybe their ability to get to a sup-
plier, or even the quality of the product with looking at the ones
that actually utilize it. We are not seeing increases in hospital uti-
lization, hospital admissions compared to the comparator regions.

Mr. THOMPSON. And the ER visits part?

Mr. WILSON. And the ER visits, mortality, any of those impor-
tant indicators. So we are very pleased with the health outcomes
information that we are able to review. And I would just note as
well, that we are looking at 100 percent of the Medicare database.
We are not looking at a sample. We recreate this every 2 weeks.
Policy staff, clinicians, physicians sit down and review this data,
and so we are very, very attuned to what is going on and we take
the monitoring program very seriously.

Chairman HERGER. The gentleman’s time is expired.

Mr. THOMPSON. Yield back.
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Chairman HERGER. Thank you, the gentleman from Texas is
recognized.

Mr. JOHNSON. Thank you, Mr. Chairman. Mr. Wilson, you said
in your testimony CMS has a goal of 30 percent of the contracts
go to small businesses, or small suppliers as you call them. Is this
an internal goal or requirement by Congress and do you feel 30
percent is an adequate target?

Mr. WILSON. Well, I would just start by saying, Congressman,
that we are very pleased with small supplier participation in the
program. The statute tells us we need to have at least two sup-
pliers in every competitive bidding area, and it says we need to es-
sentially help or provide opportunities for small suppliers to par-
ticipate. We have gone way beyond that by setting up networks, or
setting up a policy to allow small suppliers to join into networks.
A new definition that we worked through with the Small Business
Administration about the definition of a small supplier, and then
we tied an important policy to that that essentially set a 30 percent
target for small supplier participation, whereby, if 30 percent of the
winners in a particular competition, in a particular area, by prod-
uct category, are not small suppliers, we would add small suppliers
until we met that target.

That was very successful. We ultimately had about 51 percent of
participating suppliers in the first nine areas meeting that defini-
tion of the small supplier. So we think that is a very good result.

Mr. JOHNSON. Thank you. Is there any difference between met-
ropolitan and rural?
hMr. WILSON. I am sorry, Congressman, I couldn’t quite hear
that.

Mr. JOHNSON. Is there any difference between metropolitan
areas an rural areas?

Mr. WILSON. There is quite a bit of difference between metro-
politan and rural areas.

Mr. JOHNSON. I know that. How do you address it?

Mr. WILSON. Well, we address it in a few important ways. One,
we follow the terms of the statute which essentially say we cannot
bid in a rural area, so we do not. We also have authority under the
statute to essentially carve out of metropolitan areas any low-popu-
lation density areas. So we have done that in a number of cases
so that we are truly looking at integrated urbanized areas where
there is a competitive number of suppliers and beneficiaries that
will make the program work, generate savings for the program,
and patients.

Mr. JOHNSON. Well, I think small businesses are important job
creators in this country, and I am pleased to hear that 51 percent
of the contracts awarded went to small business. What are you
doing to make sure that number holds steady and small businesses
will always be part of the competitive program?

Mr. WILSON. Well, we have offered the same opportunities in
the current Round 2 of the program that we successfully brought
forward in the initial round of the program. And we believe that
that 30 percent target will allow us to have a lot of small suppliers
participate.

Mr. JOHNSON. You worked with the Small Business Adminis-
tration several years ago to create the definition of small supplier
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for this program, and under this definition of small supplier is a
supplier that generates gross revenues of $3.5 million of more—or
less in annual receipts, including Medicare and non-Medicare. Do
you feel this definition is still an accurate representation of the
DME community?

Mr. WILSON. It is the definition that we currently are using. 1
believe it is still accurate. I think that is a very good question that
I would be happy to look into further to see if, you know, poten-
tially it should be revisited, and I will say that we have not revis-
ited it since 2009 so it may be time to do that.

Mr. JOHNSON. Well, why was the definition lowered from your
previous standard of $6.5 million?

Mr. WILSON. Well, $6.5 million was the standard for a small
business, which is a more general standard. What we wanted to do
was specifically target DME suppliers, because that is a narrower
definition, or a narrower term of business, and to see what was re-
flective of that cohort.

b 1\/{{1‘. JOHNSON. Thank you. Thank you, Mr. Chairman, I yield
ack.

Chairman HERGER. Thank you, Mr. Nunes is recognized.

Mr. NUNES. Thank you, Mr. Chairman. Mr. Wilson, I am told
that 80 to 90 percent of American businesses are being excluded
from supplying Medicare beneficiaries under the competitive bid-
ding model that CMS has implemented in the nine competitive bid
areas, and I have three examples here of this. The first one is there
were 1,409 suppliers of CPAP respiratory devices and supplies.
Now there is 105. That is a 93 percent reduction. The second exam-
ple is, there were 1,433 suppliers for life-support oxygen, and now,
there are 211. That is 85 percent fewer.

If a senior needs a walker, there used to be 1,501 locations to
choose from. Now there are just 133. That is about a 94 percent
reduction. So I am not an expert here, but given the size of the sen-
ior population and the growth and what seems to be a limited num-
ber and dwindling number of people being able to win these com-
petitive bids, and then by your own numbers, people who even won
the bids backed out, do you know why people that win the bids are
backing out?

Mr. WILSON. Congressman, are you referring to the 8 percent
that I?cited; 8 percent of bidders that did not accept their con-
tracts?

Mr. NUNES. Yeah, why is that happening?

Mr. WILSON. We do not know why they didn’t accept their con-
tracts.

Mr. NUNES. Okay, so how it is possible that if you are going to
reduce the number of suppliers that seniors won’t be impacted?
Anc}) if the program is working well, why would bidders be pulling
out?

Mr. WILSON. We don’t know why that very small number of bid-
ders decided not to accept our contract. It could have been for any
number of reasons. We have suppliers that come into the program
and out of the program all the time. That has always been the
case, competitive bidding aside.

I think the thing that I say about looking at the numbers you
cited, and looking at this industry, there are a lot of supplier num-
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bers, a lot of suppliers providing a small amount of DME. It is not
a big part of their business and so the numbers you cited don’t
really go to full-service DME suppliers that are providing a lot of
items, and I will give you an example. I will use Pittsburgh, a place
that I am familiar with. In Pittsburgh, there were about, in 2010,
about 815 DME supplier numbers. Only 169 were providing more
than $10,000 in DME billing, so very small part of their business;
maybe a cane, maybe a walker; maybe, you know, a few boxes of
test strips, but not a big part of their business. I think seniors will
not be impacted because we always award enough contracts to
guarantee access.

So when we looked, when we looked back at the 2008 round,
what we saw was, we set a demand target that was generous in
order to guarantee that beneficiaries would have access and choice,
and the actual number of supplies and items delivered, fell far
short of that. That way we were absolutely sure that we could
guarantee access. We never want to worry about that.

Mr. NUNES. But are you concerned with the three examples
that I gave, like 85, to 95 percent reductions in suppliers. That
seems like a just a huge change, or are you disagreeing with those
numbers, or you agree that has happened?

Mr. WILSON. I can’t—I can’t tell you if I agree that is hap-
pening. I would really have to look at the data. I think what I am
saying is that when I looked at the data, I am seeing a much dif-
ferent picture about the composition of the industry, and who is
providing a level of service that is important in the marketplace for
ensuring access for our beneficiaries. And what I understand is
that the great majority——

Mr. NUNES. I will tell you what I will do. I will get you the data
that I have, and the examples that I have, and I will get those to
you in writing and where I got the data from, and we will see if
that matches up with your data, and see if, in fact, the suppliers
are reducing dramatically in the marketplace. And so at least then
we can clarify here whether there has been an 85, 95 percent re-
duction in some areas of suppliers. Will that be okay?

Mr. WILSON. I would be very pleased to look at it, sir.

Mr. NUNES. Okay, thank you, Mr. Wilson. Thank you, Mr.
Chairman.

Chairman HERGER. Mr. Kind is recognized.

Mr. KIND. Thank you, Mr. Chairman. I want to thank the wit-
nesses for your testimony here today, and Mr. Wilson, start with
you. It sounds, based on your testimony, that so far so good. We
are seeing some promising significant cost savings without jeopard-
izing access of care, quality of care, utilization or choices of pa-
tients, and you also cited—I wasn’t clear what this was ref-
erencing—$272 of savings per beneficiary. Is that an estimate of
what the beneficiaries were receiving in the last year based on the
savings?

Mr. WILSON. That was an example that I used to show what a
beneficiary would save in Orlando on a standard power wheelchair.

Mr. KIND. Oh.

Mr. WILSON. Based on coinsurance.

Mr. KIND. Just on a standard power wheelchair in the Orlando
market.
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Mr. WILSON. Yes.

Mr. KIND. Okay. And the $202 million in savings was a 42 per-
cent reduction from 2010 from the previous year?

Mr. WILSON. That is correct, a straight-line comparison.

Mr. KIND. All right. Well, let me ask you and Ms. King, in re-
gards to, and I think Mr. Nunes was kind of alluding to this in his
questioning, is there concerns as we move forward and clearly, we
are going to have to be attentive and continue to monitor this pro-
gram and see how it plays out, but through the competitive bidding
process, it is going to lead to greater consolidation and more sup-
pliers dropping out, and getting back to Mr. Johnson’s line of in-
quiry, and the impact on small businesses, is that something we
are going to have to keep an eye on; greater consolidation and ulti-
mately losing the power of competitive bidding in certain areas?
Why don’t you go first, Mr. Wilson.

Mr. WILSON. Thank you. You know, I think we always have to
monitor what is going on in the marketplace to ensure that there
are no threats or concerns, particularly with respect to beneficiary
access. I think we want a viable market. I think what we have
tried to do is ensure participation of suppliers even beyond winning
a contract, so there is a process for allowing subcontractors. There
is a process where grandfathered suppliers, essentially, you can
maintain the beneficiaries that you had prior to competitive bid-
ding, and keep those and bill Medicare. There are opportunities to
bill other payers. There are opportunities to bill Medicare for
things and items that aren’t included under the competitive bid-
ding program.

Mr. KIND. A 30 percent figure for small businesses, is that a
goal or is that a requirement?

Mr. WILSON. That is a target for us, and the reason why we call
it a target, sir, is that it may be that in certain competitions, al-
though this was fairly rare, that there may not be enough small
suppliers that won a contract, or bid.

Mr. KIND. Let me ask you something more specific to my area.
I represent Western Wisconsin, and Round 2 of the Minneapolis/St.
Paul will be part of the competitive bidding MSA area. That leaks
into some rural western counties in my congressional district. My
concern is, my guess is, that most of the businesses winning the
competitive bids are going to come from the Twin Cities area. And
my guess again, I could be completely wrong, and getting back to
Mr. Johnson, this is going to put the squeeze on a lot of my small
suppliers in Western Wisconsin where they won’t be awarded the
contracts, and might go out of business.

We know that those that win the competitive bids have to service
the Medicare beneficiaries, but there is no requirement that they
have to service private insurance beneficiaries, including in the
surrounding areas of the MSA area. Is that a concern, something
that we should keep an eye on as we move forward in Round 2?

Mr. WILSON. Well, on the first part, sir, I think the—we are
hopeful that a lot of small suppliers will participate. Based on our
experience, we think they will. But we are going to look at that
pretty closely. In terms of participating, participation with private
insurance, I mean, we are seeing that with a lot of the suppliers
currently in the Round 2—in the Round 1 areas. I think if that is
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? concern, that is something that we can look into and investigate
or you.

Mr. KIND. Yeah, because the counties that I describe in my dis-
trict are heavily Medicare beneficiaries and so there is a smaller
private presence in that. But even in the surrounding MSA area,
and not within the MSA itself, the surrounding area, I am going
to be, you know, concerned about the impact it is going to have on
supplying private insurance beneficiaries through this next round.
So that is something that you are sensitive to, or not aware of any
potential problems?

Mr. WILSON. Well, we are not aware of any potential problems;
did not see any in the Round 1 areas. I think it is a very good
point, and something that we can look into, because we do under-
stand it is a broader marketplace and we don’t want to have a dele-
terious effect on those beneficiaries.

Mr. KIND. Right, right. Thank you.

Mr. WILSON. Thank you.

Chairman HERGER. Dr. Price is recognized for 5 minutes.

Mr. PRICE. Thank you, Mr. Chairman. I want to thank the wit-
nesses on a very important topic. Competitive bidding is extremely
vital for—the supply of these things for our communities is ex-
tremely important. Many of us are concerned about the competitive
bidding process. Many of us don’t believe that it is actually com-
petitive, and when we talk about canes and wheelchairs, as an or-
thopedic surgeon, that is one thing, but when you talk about oxy-
gen supply, and CPAP machines, these are life-saving and life-
threatening devices if they are not available. So I think it is abso-
lutely vital that we remember the importance of what this means
to patients, to patients in the community.

Mr. Wilson, I have got a number of questions and I will follow-
up with written questions afterward. But are you aware of how
many Round 1 contract winners have gone out of business?

Mr. WILSON. They won a contract and then subsequently went
out of business?

Mr. PRICE. Yes.

Mr. WILSON. My understanding, I don’t have an exact number
for you. We would be happy to provide that, but I understand it
is only a handful.

Mr. PRICE. But you have that information?

Mr. WILSON. We do.

Mr. PRICE. Okay, if you could get that to us, that would be
great. Does CMS screen the providers to determine whether or not
they actually have the capacity to serve the Medicare population in
an area?

Mr. WILSON. We do very carefully.

Mr. PRICE. How do you do that?

Mr. WILSON. Well, there are a number of different tools that
Medicare uses to screen a provider, both within the competitive
bidding program and outside of the competitive bidding program.
But we absolutely want to assure the qualifications of a provider.
So there are many Medicare requirements, supplier standards that
have to be met. We also look at the state licensing, the accredita-
tion program, which relies on quality standards. There is a specific
set of qualities.
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Mr. PRICE. Many States don’t have licensing requirements,
mine being one of them. Ms. King, you mentioned, I believe, I
didn’t see it in your written testimony, but in your oral testimony,
you said 44 percent of the contracts were awarded to companies
that had previously not served that geographic area. Is that accu-
rate?

Ms. KING. Not quite; 44 suppliers, not 44 percent.

Mr. PRICE. So Mr. Wilson, how, with those 44 suppliers, how do
you determine their capacity to serve a population if they are never
served before?

Mr. WILSON. Well, they all need to be accredited and meet a set
of quality standards. The quality standards include product-specific
standards for oxygen, and all other requirements under the Medi-
care program.

Mr. PRICE. But they have never served that area before.

Mr. WILSON. Well, I don’t think that we see a lot of oxygen sup-
pliers that have never provided oxygen before. I think what I would
tell you is that 76 percent of all suppliers awarded a contract were
experienced in an area providing the—providing the services for
which they were awarded a contract.

Mr. PRICE. Are you aware of the number that Mr. Nunes re-
ferred to in the nine CBAs, 1,409 suppliers of CPAP and res-
piratory devices before Round 1. Now there are 105, a 93 percent
reduction. This isn’t a cane or a hospital bed. These are CPAP ma-
chines, respiratory devices, respiratory-assist devices, life and
death issues. Are you aware of that number?

Mr. WILSON. I am not aware of that specific number. I can tell
you that there were over 950 oxygen suppliers in Miami prior to
the competitive bidding program going into effect. We don’t think
that all of those providers and provider numbers were appropriate.

Mr. PRICE. What if the patients think that one of those that is
actually the most responsive in their experience ought to be the
one providing their care? Does that come into play?

Mr. WILSON. Well, we want to have patient choice under the
program, and so we award more than enough contracts.

Mr. PRICE. Tell me how patient choice is arrived at when you
have 1,409 suppliers before CMS intervenes, and 105 afterward.
Tell me how that satisfies patient choice.

Mr. WILSON. Well, for the items you mentioned, I would say
that those are grandfathered items. They can elect to stay with
their current supplier.

Mr. PRICE. And as you know, the problem with that, is that as
your program continues, the grandfathering ability to participate
and the number of patients that they have dwindles; and therefore,
they have much greater difficulty being able to continue their pro-
vision to the community.

Mr. WILSON. That is true, but the individual patient can still
elect to maintain their relationship with that supplier.

Mr. PRICE. Are you aware of the number that was also quoted
by Mr. Nunes, 1,433 suppliers of life-support oxygen; now there are
211, an 85 percent decrease?

Mr. WILSON. I am not aware of that. I am aware of some of the
very, very high number of suppliers in certain areas of the
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Mr. PRICE. Understanding that it is patients who are affected
by this most directly, not CMS?

Mr. WILSON. We hope—we hope to provide choice for patients,
and we hope to judge the qualifications of suppliers so that they
meet the standards that allow them to provide.

Mr. PRICE. I would encourage you to reread Ms. King’s testi-
mony which says that there is not the information available yet
that allows us to draw that conclusion. Thank you, Mr. Chairman.

Chairman HERGER. Thank you, Mr. Buchanan is recognized.

Mr. BUCHANAN. Yeah, thank you, Mr. Chairman. And I want
to also thank our witnesses for being here today. Mr. Wilson, back
to your term, integrity of bidding. Is it true, that CMS has no
mechanism to ensure that suppliers actually have the capacity to
meet their claims in terms of their bid? For example, suppliers are
Eot Ci‘equired to provide a letter of credit with a deposit or a surety

ond.

I guess I am talking about how do you determine whether a sup-
plier is credible, or viable?

Mr. WILSON. Well, we do have a process put in place by the
Congress to ensure that they are viable providers that can meet
the terms of their contract.

Mr. BUCHANAN. What is that process? Do you have a letter of
credit, or is there a surety bond? Some of the larger suppliers,
what, you know, what how do you look at that, just so I know.

Mr. WILSON. There are financial standards required under law,
so we do look at a number of different data points, the same types
of data elements, financial ratios that banks use to judge viability
of either a borrower, or a business. And so we collect tax docu-
ments, balance sheets, cash flow. We get credit reports, credit
scores, and other information that we can then use to evaluate
whether or not the business, that the supplier is viable and able
to meet the terms of their contract over a 3-year period.

Mr. BUCHANAN. Also, Mr. Wilson, if a contractor doesn’t meet
his commitments as a supplier, are there any penalties?

Mr. WILSON. We do have an oversight process that we have
used. We want to make sure that suppliers are following the terms
of their contract and the regulations, and where they do not, we
have intervened with the supplier, we have called in accreditation
organizations to do surveys, and we have actually pulled contracts.

Mr. BUCHANAN. Also, just at a conference last year, Mr. Blum
stated he was concerned with overutilization. If overutilization is
a problem, wouldn’t it be more effective to redefine eligibility cri-
teria? In terms of overutilization, that is what we are talking about
here. That was his quote.

Mr. WILSON. I think that the accreditation program is a way
that Congress put in place as a way of redefining the eligibility cri-
teria for suppliers. I think also the competitive bidding program is
another way where we only offer contracts to those that meet fi-
nancial standards accreditation and offer the best value for Medi-
care and its beneficiaries.

So I think that has had an effect on overutilization. And in read-
ing the GAO report and looking at our own extensive monitoring,
we have seen overutilization come down in the competitive bidding
areas; but also, for those requirements that apply more broadly, we
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haxlfle seen utilization come down in other areas of the country as
well.

Mr. BUCHANAN. Mr. Wilson, one other question here. It is my
understanding that the CMS has added electrical stimulation de-
vices, TENS, to a list of products included in the recompete. TENS
is a noninvasive therapy used by physicians for treating chronic
lower back pain. However, effective last month, CMS plans to roll
back coverage for TENS devices while they study TENS, which has
been approved by the FDA. In fact, it has been approved over the
last 30 years. Why not continue coverage of TENS until you guys
finalize your studies?

Mr. WILSON. Well, I know that that is a proposed decision upon
which we are accepting comments right now, and so it could be
that that is given consideration by the folks in our Office of Clinical
Standards and Quality. I am not personally working on that issue.

What I would say about adding those devices to competitive bid-
ding is that we are required by law to essentially phase in all items
of DME over time, the particular order of which is that those at
the highest cost, highest volume. So we are trying to meet the
terms of the statute in that regard. However, I would say that we
have been talking with our stakeholders about some of the items
that we have brought in, received some feedback from some, and
I expect to receive more

Mr. BUCHANAN. Let me just say that there are people that
have hundreds of employees, a lot of different firms, that are in the
same situation. You create a lot of uncertainty when it has been
approved by the FDA for 30 years, and then all of a sudden you
cut it back without even completing the study. So I would just sug-
gest that, you know, these are a lot of companies that create jobs,
have been in business for some time, and just to create this uncer-
tainty for them, they don’t know what exactly to do going forward,
because these studies in terms of government could run on for
years. So they are very concerned, a lot of them, about this. So I
hope that you will take some of their thoughts and ideas into con-
sideration.

Mr. WILSON. I will carry that message back to the folks working
on those coverage issues.

Mr. BUCHANAN. Thank you, Mr. Chairman. I yield back.

Chairman HERGER. Mr. Roskam is recognized.

Mr. ROSKAM. Thank you, Mr. Chairman. Mr. Wilson and Ms.
King, thank you for your testimony today.

Mr. Wilson, I just wanted to focus in on a couple of the themes
you have heard from other members and reflect on some of the con-
cerns that I am hearing from providers in suburban Chicago that
I represent.

Could you walk me through the process by which you evaluate
a meritorious bid? So, in other words, what happens if you miss it?
What happens if you get it wrong? What happens if a bid gets
through the process and basically poisons the well and creates
something that in fact isn’t sustainable? What is the remedy?

Mr. WILSON. Well, let me walk you through the process ini-
tially, and I can tell you how we address some of the concerns that
have been raised, for example low-ball bids and maybe other
issues.
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Mr. ROSKAM. Go to low-ball bids, because that is really what
I am hearing about.

Mr. WILSON. The first thing we want to do is we want to qualify
the supplier. We want to make sure they meet all of Medicare’s re-
quirements, State requirements, everything else. We have an ex-
tensive process for doing that. So we evaluate the provider and
then we scrutinize the bid, and the bid scrutiny starts with our
low-ball bid process, something that we worked on with our advi-
sory committee, industry and stakeholder advisory committee going
back to the inception of the program.

Essentially we screen out the lowest bids in a product category.
We use a statistical measure to screen out the bottom ones. And
then we ask the supplier to support that bid by providing informa-
tion that shows us that they can obtain the product for less than
what they bid and allow for the cost of the services to deliver to
a beneficiary.

Mr. ROSKAM. Let me just jump in. Have you had any experi-
ence where bidders have not been able to fulfill the commitment of
their bid?

Mr. WILSON. Well, within the bona fide bid process, we have
thrown out bids where they could not document a price.

Mr. ROSKAM. After you have approved it.

Mr. WILSON. Yes.

Mr. ROSKAM. So take the screened ones. I accept at face value
that you have that original screening done. Somebody comes in,
they meet that screen, and then they come through and as it turns
out, they can’t do it. Have you had that experience?

Mr. WILSON. We have had that experience where a supplier
maybe did not meet the terms of their contract, where they were
maybe unwilling to go deliver an item to a beneficiary that was a
little bit far from their location or maybe not offering certain serv-
ices that they should be offering, and we have put them on correc-
tive action plans. This is a handful of cases. If they have not met
the terms of that corrective action plan, we have sent in accredita-
tion organizations to resurvey them, and if they have not come
back into compliance, then we have pulled their contracts in a
handful of cases.

Mr. ROSKAM. Ms. King, you have done the evaluation. My
memory is you have done the evaluation of those nine areas, is that
correct?

Ms. KING. We have.

Mr. ROSKAM. Did GAO come across any examples of folks that
had made a bid and not been able to follow through on the bid
based on pricing, in other words, the so-called suicide bids where
they come in too low?

Ms. KING. That was not part of our analysis.

Mr. ROSKAM. So you did not even look at that?

Ms. KING. We did not.

Mr. ROSKAM. Okay. Mr. Wilson, going back to you for just a
minute, could you speak about—there is some controversy around
this bidding process, obviously, and there is a public group of
economists and others with some renown that have criticized the
bidding process itself.
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What is it that animates the hope in you that they are wrong,
that all these people that have criticized, it is just like they don’t
get it? Because it seems to me like there may be something “there”
there, and you seem to have an extraordinary amount of con-
fidence. From what does your confidence come?

Mr. WILSON. I think there are two important goals for this pro-
gram, and a bunch of others, but two important ones. One is to pro-
vide a savings for the taxpayers and beneficiaries of Medicare. The
other is to ensure that our beneficiaries don’t have any negative ef-
fects on their health.

Mr. ROSKAM. Agreed completely.

Mr. WILSON. And we have seen—and that access is maintained.
We have monitored that very, very closely and have seen that those
goals are met. So that makes us pleased with the result that we
have.

Beyond that, I think that when a group of economists of the type
that we saw writes us a letter, we take it very, very seriously. And
we looked at the particular issues that we raised, we talked about
them internally with our lawyers and on the policy staff with our
leadership to see if those are things that we could do.

I think at the end of the day, at least where we are in the pro-
gram now, we had some concerns about moving forward with those.
One was this lock-in issue, about being able to, if you bid, and you
are locked into your contract, you can’t turn it down. I think from
a practical matter, we don’t feel we have the authority to do that,
but, more importantly, do we want to lock in a supplier that
doesn’t want to participate and make them go into a beneficiary’s
home and give them critical health care services.

Mr. ROSKAM. My time has expired. Thank you.

Chairman HERGER. Mr. Pascrell is recognized.

Mr. PASCRELL. Thank you, Mr. Chairman.

Mr. Chairman, I think that our committee’s hearing back in 2008
showed that competitive bidding for durable medical equipment is
a place where we can find some agreement, believe it or not. In
2008, when we saw the real problems with the initial incarnation
of DME bidding, both sides came together to bring the program
back to Earth.

As this program is about to expand to 91 additional metropolitan
areas, including northern New Jersey, I would say that we must
ensure that beneficiaries continue to have access to lifesaving
equipment at affordable prices. But it all comes back to our seniors.
This needs to be about delivering the best care to beneficiaries for
a lower price.

Prior to implementation, Mr. Wilson, did CMS evaluate how the
competitive bidding program would specifically impact patients re-
siding in skilled nursing facilities, nursing facilities and inter-
mediate care facilities? Secondly, what is CMS doing to ensure that
these provider settings are not unduly impacted by the competitive
bidding program prior to expanding the program to 91 additional
MSAs nationwide. Could you answer those two questions, please?

Mr. WILSON. Yes, sir. I think we did focus on the skilled nurs-
ing facility setting to see whether there were particular issues that
we would need to address to make the program work. Really the
only item that is a central concern for skilled nursing facilities
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under the DME competitive bidding program are the enteral nutri-
tion services. So we did look at that issue. We did provide for a spe-
cial category of bidding where a skilled nursing facility could bid
to just provide services to their own patients. They wouldn’t have
to meet the other terms of the contract that other suppliers would.

So we did allow this essentially exceptional process to exist for
them, and we have been monitoring that area of the program close-
ly to look and see whether there are concerns with respect to
health outcomes for the patients receiving those services in skilled
nursing facilities. We are not seeing any concerns right now and
we haven’t heard any either through the complaint or inquiry proc-
ess. But if anyone, or you, sir, are hearing those, we would be
happy to look into them.

Mr. PASCRELL. So you don’t see any impacts that we should be
concerned about at this point?

Mr. WILSON. I don’t at this time. However, we will continue to
monitor that closely as part of the system that we have put in
place.

Mr. PASCRELL. Mr. Chairman, I think that we need to follow
up, particularly in terms of the impacts of each of these procedures
in different specialties within these nursing homes, nursing facili-
ties, and not just the nutritional area. But the other areas you said
do not have any concerns of yours?

Mr. WILSON. DME, durable medical equipment as a benefit cat-
egory under Medicare is not covered in skilled nursing facilities.
The skilled nursing facilities under Medicare law are expected to
provide those items to their in-patients. So oxygen, wheelchairs, all
of d‘che rest are really outside of the program we are talking about
today.

Mr. PASCRELL. Okay. Thank you, Mr. Chairman.

Chairman HERGER. Thank you. Mr. Tiberi is recognized.

Mr. TIBERI. Thank you, Mr. Chairman.

Mr. Wilson, I realize that based on your testimony, you see few
problems with the current competitive bidding process. In your
opinion, why are so many suppliers dissatisfied with this current
program?

Mr. WILSON. You know, we do understand that this represents
a change for suppliers. We do understand that the program rep-
resents reduced prices and less access to the Medicare market. I
think what we have tried to do is to work with our stakeholders,
suppliers, beneficiaries to understand how we can provide greater
access, are there changes we can make to make the program work
better but still achieve our goals. But we do understand that there
are some fundamental goals in the system that don’t always maybe
meet their goals.

Mr. TIBERI. There are many that believe that the current pro-
gram will lead to fewer suppliers sooner, maybe for sure later,
meaning less competition and ultimately fewer to supply a growing
number of beneficiaries which will lead to higher costs because of
the less competition. What do you think about that?

Mr. WILSON. You know, I think we have seen some consolida-
tion in Medicare when you look at different benefit categories and
different items. I think there is certainly the potential for some of
that here. I think whether that results in a threat to access, I real-
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ly don’t see that coming. I think there is lots of access in the mar-
ket now. I expect there will be access to meet the growing bene-
ficiary population.

Mr. TIBERI. Are either of you aware of auction expert and econo-
mist Dr. Peter Crampton’s recent criticism of the competitive bid
process. Has that caused CMS at all to reevaluate?

Mr. WILSON. Yes, and I think I addressed that a little bit ear-
lier. I think we heard the issues coming from the economists that
I think wrote this committee and wrote us. Dr. Crampton was the
principal economist behind that letter and behind the effort to sort
of look at these issues.

We met with him several times to hear his concerns and his
ideas. I think at the end of the day, we were moved away from the
two issues that he was really concerned about. One is this lock-in
issue that I discussed, and the other is median price. We think the
program worked well the way we set it up and that there were
problems making the changes that he described.

I think one of the fundamental differences here is that we very
much view the program as a way to—as more of a Medicare pay-
ment system that employs competition, and I think the perspective
of Dr. Crampton and the economists’ letter is more this should be
looked at as a commodities type auction. This is about providing
services to patients in the home, and we have held that first.

Mr. TIBERI. So have either of you read the industry’s market
pricing proposal, and, if so, what do you think?

Ms. KING. It is not something that we have evaluated.

Mr. TIBERI. Okay. Mr. Wilson?

Mr. WILSON. I have been provided a copy of the legislative lan-
guage and I read that several months ago.

Mr. TIBERI. What do you think?

Mr. WILSON. We have some fairly fundamental concerns with
the program as we read that legislative language. I think the first
thing that I have mentioned is that when you look at some of the
mechanics of the system that they have set up, we believe that it
will result in almost universal failures of the auctions that they set

up.

Mr. TIBERI. All right. The last question is how much has it cost
to implement the competitive bidding program, and did CMS have
to hire additional staff?

Mr. WILSON. Yes, sir, CMS hired a few additional staff. I can
get you a number in terms of what we have spent so far. I am sorry
I don’t have that today. When I did an analysis about a year ago,
I can tell you that the administrative cost was about .04 percent
of the savings that resulted from the program.

Mr. TIBERI. Ms. King?

Ms. KING. That is something that we were asked to look at as
part of our work, and we collected some of the operational costs for
operating the program and it was partly implemented through con-
tractors, and costs that we were able to identify were about $19.6
million.

Mr. TIBERI. To implement?

Ms. KING. Yes.

Mr. TIBERI. $19.6 million?

Ms. KING. Yes.
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Mr. TIBERI. That is a number that will continue to grow, right,
as it continues to be implemented, thus far?

Mr. WILSON. It will grow as we expand the program to addi-
tional areas, yes, sir.

Mr. TIBERI. And you will get back to me on the number of em-
ployees?

Mr. WILSON. I can get you that.

Mr. TIBERI. Thank you.

Chairman HERGER. Ms. Black is recognized.

Mrs. BLACK. Thank you, Mr. Chairman. Let me begin by thank-
ing the chairman for allowing me to sit on the committee and hear
the testimony and ask questions. I appreciate that.

I want to just go down the future and look at what is going to
happen in the future. So I wasn’t able to find in the documentation,
I wasn’t here earlier for your oral testimony, you may have said
this, but how long are these contracts for?

Mr. WILSON. By law, the term is 3 years or fewer. So generally
we have used a 3-year term.

Mrs. BLACK. Okay. So we have 3 years worth of contracts. And
then after that, we are going to put out bids again and we have
already narrowed the pool of bidders. So how do we, going forward,
I think you can show up to this point in time, by at least what I
see here in this documentation, that there has been some savings.
But when you narrow the pool of competitive bidders for the next
1("10und, how does that make sense? Now you have less people bid-

ing.

Mr. WILSON. Well, you may have less people bidding. You may
have more. I don’t any think we know that. I think we still see
many, many suppliers in the marketplace continuing to provide
services. So I think we are already recompeting Round 1 of the pro-
gram. We just began that process.

Mrs. BLACK. How do you have more suppliers coming into a pro-
gram where they can’t be reimbursed? Are you talking about sub-
contractors? Are they then going to be able to bid?

Mr. WILSON. Sure. Subcontractors can bid, suppliers that are
providing services maybe through Medicaid programs, those pa-
tients, private patients, those providing services that are not yet in-
cluded in the Medicare program for competitive bidding.

Mrs. BLACK. Ms. King, do you have any feeling on how this will
affect future bidding when you narrow the pool?

Ms. KING. I think that it is not something that we have exam-
ined, but we think that the program bears watching in the future
to see what happens to the number of contract suppliers. But I
think also, as Mr. Wilson said, it is not only the people who won
in the first round who can bid in the second round. Other suppliers
and subcontracting suppliers, new entrants into the market, people
serving private beneficiaries will be able to bid in the second round.

Mrs. BLACK. Well, I am concerned about access, and I have
heard that. About 50 percent of my district is rural, so there are
many of those suppliers that have gone out of business because
they said they just, you know, are not able to compete, and I have
heard from some of my constituents that they are not getting ac-
cess the way they were previously. So I do have a concern about
that.
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But, Ms. King, let me go to you because your report looks at uti-
lization for product categories by comparing the first 6 months of
2010 with the first 6 months of 2011. Does GAO believe that re-
duced utilization in these MSAs is a sign of access of care being
restricted?

Ms. KING. No, we don’t necessarily draw that conclusion, be-
cause we don’t start with the premise that the level of utilization
in 2010 was the appropriate level of utilization. And given the fact
that there aren’t any demonstrated access problems in the first
year, you know, we don’t think that it necessarily means that bene-
ficiaries did not have access to needed equipment.

Mrs. BLACK. Also then back to you again, Ms. King, the GAO
documents the numbers of contract suppliers that have not had
previous experience with a product category or geographic area.
Are there contract suppliers more likely to subcontract?

Ms. KING. I don’t actually know the answer about whether they
are more likely to subcontract or not, but 31 percent of contracting
suppliers had subcontracts as of the middle of the year last year,
so it is a pretty common experience for contractors to have subs.

Mrs. BLACK. I am sorry, what was the percentage?

Ms. KING. Thirty-one percent.

Mrs. BLACK. Okay, 31 percent. So there is no evidence right
now that these suppliers are unable to fulfill their contractual
agreements from what you have seen?

Ms. KING. No.

Mrs. BLACK. Thank you, Mr. Chairman. I yield back my time.

Chairman HERGER. Thank you. Mr. Gerlach is recognized.

Mr. GERLACH. Thank you, Mr. Chairman. I am sorry, I was out
for a constituent meeting there. I am sorry if I ask a question that
might have already been posed.

But I was curious about, Mr. Wilson, the mail order diabetic sup-
plies issue. Is that category of product, is that just as it says, mail
order diabetic supplies versus a local pharmacist that might have
a practice of doing home delivery of diabetic supplies, either to an
individual senior’s home or to a long-term care facility? Is the mail
order diabetic supply that you are part of Round 1 that you were
bidding and then providing reimbursement for just mail order?

Mr. WILSON. In the Round 1 program, that is correct, sir. It was
just mail order basically through a commercial or government mail
carrier, and home delivery and walk-in retail could be treated sepa-
rately. For the national mail order program that we are rolling out
now, our definition of what constitutes mail order will change and
essentially we will have deliveries to home through the mail or
home delivery through a van, all of that will be subsumed in the
national mail order program, although walk-in retail, if someone
wants to go in, talk to their pharmacist, get their drugs from the
same place they get their diabetic test strips, they will still be able
to do that.

Mr. GERLACH. But how will the independent community phar-
macist be able to continue to provide that home delivery to a senior
that has a very great difficulty getting out of her home to get to
the local pharmacy, how will you properly reimburse the local
pharmacist for that delivery to make sure that kind of patient ac-
cess and patient care is maintained?
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Mr. WILSON. Well, I think we will be able

Mr. GERLACH. Will you provide a separate home delivery reim-
bursement to the pharmacist for doing the home delivery?

Mr. WILSON. Essentially if it is a home delivery, it would have
to be accomplished through the national mail order program.

Mr. GERLACH. Okay. But that is not answering my question.
My question is, how will you reimburse the pharmacist so the
pharmacist can still get out into the home of that patient, see that
patient, talk to that patient, answer questions for that patient,
without making that patient, who has a very difficult time phys-
ically from leaving his or her home and driving X number of miles
to the pharmacist, who is not necessarily going to get reimbursed
anymore for that home delivery under this new model?

Mr. WILSON. I don’t know that our model accommodates that
particular situation.

Mr. GERLACH. So is that not then the patient access issue that
might have been raised in Ms. King’s statement saying that the ac-
cessibility issue is not fully vetted here in your review of this situa-
tion, and you are not sure of what the impacts might be on patient
accessibility and patient care?

Mr. WILSON. What we are talking about in the national mail
order is just replacement test strips. So they have their monitor.
They can—if they need replacement test strips, that is something
that can be sent through the mail. It is a very commodity type of
product. That supplier, mail order, that provides it, is required to
still be able to educate the patient, answer their questions and pro-
vide the services that they would normally get.

Mr. GERLACH. It is my understanding, I have a local phar-
macist who supplies supplies to a local long-term care facility, and
he delivers a certain kind of supply product that they have re-
quested, a certain kind of testing equipment, testing product.
Under this new mail order diabetic supply program that you are
going to have, and if it goes to a lower bidder that may use a dif-
ferent kind of testing product than the one that the people at this
particular facility want to use, how is that going to be accommo-
dated under that new program? Will they have to accept a testing
product that they think is inferior compared to the one that this
pharmacist now delivers to that long-term care facility? Will they
have to just basically bite the bullet, I guess, and take the more
inferior product, because that is the one that was awarded through
this program?

Mr. WILSON. I would have to look into exactly how that model
would work at a nursing home, but I believe a caregiver at the
nursing home could pick up the test strips and bring them back.
I will look into that question.

Mr. GERLACH. Can I write to you maybe and give a little more
facts and circumstances around that question so you have an op-
portunity to look at it a little more fully and then can get back to
me on that?

Mr. WILSON. I would absolutely appreciate it because I want to
make sure there are no concerns here, and if there are some, then
I would like an opportunity to address them.

Mr. GERLACH. Thank you. I appreciate it very much. Thanks.
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Chairman HERGER. Thank you. I want to thank Mr. Wilson and
Ms. King for testifying today. Your insights and perspectives are
extremely helpful.

I would now like to invite our second panel of witnesses to step
forward so we may hear the supplier and beneficiary perspective on
this important issue.

On our second panel of the subcommittee, we will hear from rep-
resentatives of the stakeholders directly affected by the competitive
bidding program. Two of the witnesses are here on behalf of sup-
plier organizations.

Joel Marx is the chair of the Board of the American Association
of Homecare, an organization that represents a large number of
DME suppliers from around the country.

Wayne Sale is the chair of the Board of the National Association
of Independent Medical Equipment Suppliers, which is a national
organization that focuses on small mom-and-pop suppliers. We look
forward to hearing not only the concerns that these organizations
have with the current program, but also what they see as an alter-
native.

We will also hear from a small business owner, Dino Martis, who
is President of Ablecare Medical, Incorporated. Mr. Martis is a
Round 1 participant who believes that the current competitive bid-
ding program functions relatively well.

Our final witness is Alfred Chiplin, who is the senior policy at-
torney at the Center for Medicare Advocacy. We look forward to
hearing Mr. Chiplin share the beneficiary perspective. Mr. Marx,
you are now recognized for 5 minutes.

STATEMENT OF JOEL D. MARX, CHAIR, BOARD OF DIRECTORS,
AMERICAN ASSOCIATION FOR HOMECARE

Mr. MARX. Good morning, Chairman Herger and Members of
the Subcommittee. My name is Joel Marx. I have submitted writ-
ten testimony which I hope will be accepted.

I operate a medical service company which is based in Cleveland,
Ohio. We provide virtually all types of home medical equipment
and services, including oxygen therapy, wheelchairs and hospital
beds. My company was founded by my parents in 1950, and we
have grown over the years and are now somewhat larger than the
typical provider in our sector. We serve more than 25,000 patients
annually through 14 locations in Ohio, Pennsylvania, upstate New
York and West Virginia. My company was awarded several con-
tracts under the bidding program.

I am also testifying today as the proud chairman of the board of
the American Association for Homecare, which is the primary trade
association for providers of home medical equipment. The vast ma-
jority of the Association’s members are small family operations
that, like my company, have served seniors and people with disabil-
ities in their communities for many years.

Let me cut straight to the heart of the issue. We do not oppose
a properly designed competitive bidding program for home medical
equipment in Medicare. Let me repeat that. We do not oppose a
properly designed competitive bid program for home medical equip-
ment. In fact, we favor and strongly endorse a state-of-the-art auc-
tion system that would provide true market-based pricing, save ex-
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actly the same amount of Medicare and beneficiary dollars that the
current bidding system is projected to save, and corrects the funda-
mental flaws in the current system.

The current system limits Medicare beneficiaries’ access to care,
it limits choices for consumers, and it will eliminate the Nation’s
existing network of home care providers, which will ultimately re-
sult in hardship and added costs for patients. That would be ex-
tremely shortsighted since home care is cost-effective and preferred
by patients.

The existing Medicare bidding program designed by CMS distorts
the marketplace and the intent of Congress. It radically reduces
the number of providers, that is, competitors, allowed to serve
Medicare patients, thereby creating oligopolies in the marketplace.
It is forcing home care providers to reduce supporting services in
order to accept manipulated reimbursement rates obtained through
a flawed process. These sufficiencies have been highlighted numer-
ous times before Congress.

More than 240 economists and auction experts, including several
Nobel Laureates, have told CMS that significant modifications are
needed to fix the current bidding program. More than 30 patient
advocacy groups believe that the bidding program as structured
today is flawed and needs to be changed. I describe the flaws in
the current bidding program in detail in my written testimony, but
let me mention a few of them briefly.

The bids are not binding. This is unheard of in any auction sys-
tem. The pricing calculation uses a median bid rather than a clear-
ing price, and, as CMS has testified, half the bidders bid their best
price and ended up with a price lower than that. And there has
been a troubling lack of transparency at CMS.

To fix the fundamental flaws in the bidding program, an alter-
native market-based pricing program for home medical equipment
has been proposed by market auction experts and providers. That
proposal, known as the Market Pricing Program, or MPP, would re-
quire changes to ensure a sustainable program. These changes are
consistent with the original intent of Congress and save the same
dollars originally expected.

Let me just mention a few key features of the program. It is de-
signed to be budget neutral, and it is now before CBO for scoring.
The bids are binding. You stand behind your bid. There are bid
bonds, performance guarantees. And only serious bidders will par-
ticipate and no one will game the system.

The bid price is based on the clearing price, not the median price,
which conforms with standard auction design. Reimbursement
rates in areas would be adjusted based on the auctions conducted
in comparable geographic areas. Rural areas that are currently ex-
empted would remain exempt.

And finally, bid areas would be smaller than metropolitan statis-
tical areas and more homogeneous. Current bidding areas can en-
compass up to three States with differing laws, regulations and
costs. This ensures fairness to smaller community providers.

We strongly urge Congress to pass legislation that would change
the current bidding system to a sustainable market pricing pro-
gram at the earliest legislative opportunity. This will not result in
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higher costs to Medicare beneficiaries and will fix a flawed pro-
gram.

We hope that Congress will take the advice of auction experts,
listen to patient advocacy groups and work with the affected stake-
holders to create a sustainable bidding system that will serve as
a model for other parts of Medicare and not serve as a cautionary
tale.

I thank you and would be pleased to answer any questions the
committee may have.

Chairman HERGER. Thank you.

[The prepared statement of Mr. Marx follows:]
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Testimony of Joel D. Marx
Chairman, Medical Service Company, Cleveland, OH

On behalf of the American Association for Homecare

Before the Subcommittee on Health
House Committee on Ways and Means
on
Medicare’s Durable Medical Equipment Competitive Bidding Program

May 9, 2012

My name is Joel Marx and | own Medical Service Company, a regional home medical equipment (HME)
and respiratory care provider based in Cleveland, Ohio. Medical Service Company is a full service home
medical equipment provider furnishing virtually all necessary home and respiratory medical equipment
and related services to individuals through 14 locations in Ohio, Pennsylvania, New York and West
Virginia. We provide home medical equipment and related services to approximately 25,000 patients
annually and employ 200 associates.

Medical Service Company was founded in 1950 by my parents with one location and we have grown
since then through a combination of excellent patient care and the acquisition of smaller companies
that chose to sell their practices in the past few years in the face of numerous challenges. We hold all
required licenses, are accredited by the Joint Commission and operate an organization-wide compliance
program designed to make sure that we adhere to the increasingly complicated list of laws, rules,
regulations and policies concerning the provision of HME to Medicare beneficiaries.

I would like to thank Chairman Herger, Ranking Member Stark and members of the House Ways and
Means Subcommittee on Health for holding this hearing on the Medicare competitive bidding program
for durable medical equipment, also known as DME or HME, for short. | am pleased to share my
experience with the initial round of the Medicare competitive bidding program and make
recommendations on how Congress can create a state-of-the art auction program that achieves market
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pricing, is sustainable over the long term, will not reduce quality and access to home medical equipment
and can be used as a model for other sectors of healthcare.

As a proud member of the American Association for Homecare (AAHomecare), | also serve as volunteer
Chairman of the Board of Directors. AAHomecare is the national trade association for home medical
equipment service providers, manufacturers and other stakeholders in the homecare community.
AAHomecare members serve the medical needs of Americans who require home oxygen therapy,
mobility assistive technologies (standard and complex wheelchairs), hospital beds, diabetic testing and
medical supplies, inhalation drug therapy, home infusion and other home medical products, services
and supplies.

Most of these services and products are already included or will be included in the Medicare
competitive bidding program, some without any precedent for doing so. We believe that home medical
equipment is a vital component of the continuum of care and is a fundamental component to
controlling health care costs by keeping beneficiaries in the most cost-effective and patient preferred
setting—their homes—rather than providing acute care in emergency departments and extended care
institutional settings. We have grave concerns about the way in which the current bidding program is
being implemented and operated.

My goal before this Subcommittee is not to argue against competition. Both the Association and |
support healthy and fair competition. HME providers compete every day to provide quality health care
items and services to Medicare beneficiaries and embrace the opportunity to continue to compete to
serve our patients. My testimony will highlight the flaws of the current competitive bidding program
and recommend a sound, budget neutral alternative—the Market Pricing Program for Home Medical
Equipment—that can be implemented on the same timeline as the current bidding program.

Today—and even before competitive bidding—we are all reimbursed the exact same amount, and
therefore we compete on the basis of the service and quality we offer. Ironically, the same is true in a
competitive bidding market, where reimbursement is the same for all contracted providers.

However, we are opposed to the competitive bidding scheme as developed by the Centers for Medicare
and Medicaid Services {CMS). The CMS program distorts the marketplace and, by ignoring the pricing
methodology used in the original demonstration projects in Florida and Texas and creating restrictive
governing policies of the program, goes against the original intent of Congress when it voted to
implement the program in 2003. It radically reduces the number of providers {competitors), thereby
creating oligopolies in the marketplace at a time when our senior population is growing rapidly. 1t not
only allows bidders to “game” the system’s pricing rules but it actually encourages such manipulation
during the bidding process. And it forces providers to reduce supportive services in order to meet
drastically lower reimbursement rates that were obtained through a fundamentally flawed process.

These deficiencies, which | experienced first-hand as both a contract winner and loser in this program,
have been highlighted numerous times before the Congress. Meanwhile, CMS staff touts high cost
savings and low negative beneficiary impact. However, the program is only running in nine markets, or
six percent of the country. Providers, in the first year of a three-year fixed pricing contract, have been

2
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able to offset excessive and arbitrary price reductions in the bid areas with revenue from non-bid areas.
This will prove to be impossible in Round 2 when an additional 91 markets are involved in 2013 and
beyond that when CMS applies bidding pricing in non-bid areas, including rural markets like Montana,
lowa, Kansas and even upstate rural New York, where [ operate in towns that are as small as those in the
Midwest.

AAHomecare does not stand alone in raising concerns with the current program. in fact, well over 200
economists, computer scientists, statisticians and auction experts from around the world have advised
CMS that significant modifications need to be made to the bidding program to make it sustainable over
time. Moreover, more than 30 consumer and beneficiary groups believe that the bidding program is
flawed and needs to be changed.

AAHomecare has worked with auction experts to create an alternative to the current model that would
give CMS a sustainable market-based pricing program for home medical equipment. This alternative
preserves the concept of competition and ensures future beneficiary access.

The Association has a track record for collaborating with Congress to raise the quality standards for the
HME industry and reduce truly improper payments. We have supported mandatory accreditation for
providers in our industry, and we have a zero tolerance policy for fraud and abuse as illustrated by our
voluntary 13-point plan and formal Code of Ethics. We have supported numerous Congressional anti-
fraud efforts, including Congressman Roskam'’s Medicare and Medicaid Fighting Fraud and Abuse to
Save Taxpayers’ Dollars Act {FAST Act, HR 3399)}. To help Medicare and its contractors increase payment
accuracy, we have increased our educational efforts to improve the industry’s compliance with
extremely complicated Medicare coverage requirements, which change frequently.

[t is with this background that AAHomecare seeks again to be a partner with Congress and CMS to
develop a market-based pricing program that is sustainable over the long term and which may serve as a
model for other health care sectors. As Congress looks for ways to control health care spending through
new and innovative delivery and payment models, | believe we have an obligation to listen to the
auction experts who understand auctions best and thereby “get it right.”

If we do not address the fundamental flaws in this program now, the hidden cost to beneficiaries will be
exorbitant and translate into extended hospital stays, an inability to obtain services when needed in the
home and unnecessary trips to the emergency department. The time to fix this program is now.

Cost Effectiveness of Homecare

HME offers an efficient and cost-effective way to allow patients to receive care they need at home. The
need for HME and HME providers will continue to grow to serve the ever-increasing number of older
Americans. Homecare represents a small but cost-effective portion of the more than $2.3 trillion
national health expenditures (NHE} in the United States, and approximately 15.5 million Medicare
beneficiaries require some type of home medical equipment annually, from rather simple bedside
commodes for people who have hip replacements to high-tech ventilators for quadriplegics.
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Yet, not all products are created equal: some require licensed or credentialed clinicians to be on staff or
cost $15,000 just to procure. And while Congress and the Office of Inspector General have shed light on
products they believe to be overpaid, many others are unprofitable for us to provide even before the
bidding program. The high cost of fuel, labor, rent and utilities and regulatory compliance associated
with billing and collections, HIPAA privacy, identity theft, IT security, Sarbanes-Oxley, waste disposal,
beneficiary and employee safety, OSHA, DOT and FDA regulations continues to escalate year after year.
Anyone who has ever required HME or had a relative who needed it can attest that our service includes
much more than just the equipment.

The more that people receive quality equipment and services at home, the less that is spent on hospital
stays, emergency room visits, and nursing home admissions. Home medical equipment is an important
part of the solution to the nation’s healthcare funding crisis. The facts bear this statement out as private
health care plans have contracted for our services for decades and reaped the cost-savings along the
way. Even the current Administration is trying to develop programs to manage chronically ilt Medicare
patients in the home through new demonstration projects and the Innovation Center.

One key fact that is sometimes lost in this debate is that home medical equipment represents less than
two percent of annual Medicare spending. So while this program appears to reduce home medical
equipment expenditures when simply comparing past and current Medicare Part B expenditures, CMS
has not examined the cost shifting that occurs as a result of the program as more beneficiaries will be
forced to receive care in hospitals, nursing homes, and emergency treatments. CMS is also not required
to report the total cost of administering the program and yet they have hired hundreds of people and
are spending tens of millions of dollars to implement Round 1, with millions more planned for future
Rounds. Our alternative auction program ensures that competitive market pricing is still derived while
promoting increased access, transparency, fairness and confidence in the program.

Flaws in the Competitive Bidding Program

Experts in the design and operation of market pricing programs have explained in great detail why the
CMS bidding program will fail.

CMS is the only group predicting that the program is sustainable over the longer term and operating
flawlessly. They are basing this on a short-lived, small sample in nine markets—a program that even
CMS officials call a “pilot.” Yet, Round 2, with 91 markets, is more than 10 times as complex as Round 1.
AAHomecare is on the front lines and can see fundamental flaws that need to be addressed
immediately. And 244 experts from across the world have weighed in identifying similar problems and
have told CMS, Congress and the Administration that the program will fail. These are our main
concerns:

1. Providers’ Bids Are Not Binding Commitments

In Medicare’s bidding program, bidders are not bound by the prices they bid. Any HME provider can
decline to accept an offered contract from CMS after the prices, called Single Payment Amounts, are
announced by the government. And because of CMS’ decision about pricing, 50 percent of all bidders’
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prices will be lower than their best submitted bid. Medicare’s rule undermines the credibility and
integrity of bids, and, without binding commitments, encourages low-ball bids from providers.

To add insult to injury, if HME providers turn down contracts, their bid prices are still included in
Medicare’s caiculation of bid amounts, and other bidders invited to participate are forced to choose
between accepting the low price which they did not influence or losing their business altogether by not
participating.

CMS states that 92 percent of contract awardees accepted their contract offer. But to decline a contract
would immediately imperil a provider’s practice because Medicare typically represents 40-60 percent of
an HME provider’s revenue. Now that we are in year two of the Round 1 program, we are seeing both
contracted and non-contracted providers exit the market, change their business model, close down or
sell. What has propped this program up is its limited scope—it is being run in only 9 areas across the
country. HME providers have been able to subsidize their competitive bidding markets with revenue
from non-competitive bid areas. Yet, this cross-subsidization will evaporate as: 1) competitive bidding
is expanded to 91 additional areas in 2013, 2) private payors adopt competitive bid rates, and 3} CMS
applies bid pricing to non-bid areas, including all rural areas in the U.S., as early as 2015.

2, The Pricing Calculation Is Flawed

Rather than paying contracted providers the clearing price {the last-accepted bid) which is the standard
in bidding and reverse auction programs, Medicare’s bidding program establishes prices at the
unweighted median among the winning bids, resulting in 50 percent of the winning bidders being
offered a contract price less than their bids. We know of no other auction or bidding program that has
such a perverse rule where bidders are offered contracts at less than the amount they submitted during
the bidding process.

3. Composite Bids Are Distorted

A composite bid is an average of a bidder’s bids across many products weighted by the government’s
estimated demand. The composite bid methodology as designed by CMS provides strong incentives to
distort bids away from market prices. Only heavily weighted (based on utilization) products within a
category will impact the composite bid. Providers can “game” the system by bidding very little off the
current Medicare allowable for certain products with little weight while bidding more aggressively on
other items with a higher weight. This creates a program where individual products are not closely
related to costs and providers participating in the program can “game” the system in order to
manipulate the single payment amount. In addition, Medicare set a maximum for all items bid—again
distorting the bidding process by not permitting bidders to fairly bid based on their true, fully-loaded
costs.

4. Lack of Transparency

CMS has shared virtually no data with the public on the selection of contracted providers, calculation of
historical demand {capacity), calculation of the single payment amount for products and services



56

covered by bidding and outcomes-related findings to evaluate the program. Instead, CMS has made
generalized statements that point to the so-called success of the program. Even the Agency’s first year
update after the implementation of the program is based on generalizations with little data to back up
its findings.

Moreover, the savings numbers recently quoted by CMS appear to “double-count” savings resulting
from anti-fraud and abuse initiatives that were implemented concomitantly with this program. For
example, new provider screening tools, real-time claims monitoring and an avalanche of incremental
pre- and post-payment audit activity have been implemented since the program began in 2011. Itis
surprising and shocking to us that Medicare has elected to audit contract winners in Round One markets
so heavily when, in fact, CMS has stated that the program should, on a stand-alone basis, root out fraud
and abuse. [f this is the case, why deluge contract winners with thousands of audits when those
precious resources might be applied to other high-risk healthcare segments and markets?

Under the current program, pricing can be easily manipulated through subjective adjustments to the
capacity that a provider lists on its bid forms. During the announcement of the Round One Rebid pricing
a CMS official stated the following about contract winners’ financial stability. During a press call on July
2, 2010, the CMS official stated —

“We do screen bids that are on the low side (to) determine whether or not the provider can
actually provide the service or the item at that price,"” the CMS official said. "That includes
looking at invoices...and the provider's financials, including their liquidity and credit, and their
ability to expand into a market area. Where we do not feel comfortable, we may not count their
capacity at all, or to the degree that they wish us to, in determining the number of winning
providers. In fact, we did that 30% of the time. So we have been very careful in selecting
praviders and in scrutinizing these bids, in terms of prices and sustainability. | think we're
comfortable, when we look at the prices that we see.”

This fact calls into question the validity of the payment rates established by the program and the
supposed objective process that CMS established for the program and published in its original Final Rule.
The above public comment confirms that CMS may adjust a provider’s stated capacity if it questions the
provider’s bid because it was considered low. By adjusting capacity, CMS manipulated the single
payment amount and subjectively decided how many winners were needed. This is completely counter
to the more quantifiable rules CMS published initially for the program. The bidding program then just
becomes another way to apply administered pricing rather than letting the market set reimbursement
rates. The subjectivity is playing with the very viability of numerous family-owned businesses across the

country.
5. The Bidding Program Is Designed to Be “Gamed”

Due to the methodology concerning how payment rates are calculated, the impact of non-binding bids
and the ability to manipulate the capacity that a provider self reports, the program is built to be
“gamed.” CMS even appears to acknowledge this fact in its first annual report on the bidding program
when they state that, “we are strengthening our bona fide bid review process...to check that very low
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bids are sustainable by checking more of those bids.” Questioning the sustainability of very low bids
implicitly brings into guestion a program where the single payment amount offered by CMS is, by
definition, lower than 50 percent of the accepted bids presented. If the bid amounts represent the
lowest pricing while maintaining quality service, how can a program that reduces the pricing additionally
be sustainable over the long term?

Under a “win at any cost” program, providers would do well to submit an unreasonably low bid—“a
suicide bid”— in order to win a contract. These providers then would be assured of a contract but they
must hope that other providers bid more rationally so that the single payment amount would be higher
than their submitted bid. From here, providers facing low reimbursement rates could agree to furnish
competitively bid items but subsidize their revenue from non-Medicare or non-competitive bidding
patients. CMS has never shared with the public how many of the 356 original contract providers have
sold their businesses, gone out of business or simply did not bill Medicare for competitively bid items.
This is a critical question for Congress to consider, because there were 6,922 unique HME providers
submitting claims/providing services in 2010 in the nine bidding areas.

6. CMS Monitoring Is Weak and Non-Transparent

When the bidding program was first implemented, CMS required HME providers to provide the exact
brand and model of equipment they were providing to Medicare beneficiaries. CMS also stated that it
would begin to measure the patient satisfaction of beneficiaries who received HME services. This
equipment report was intended to allow the Agency to determine if contracted providers began to
substitute lower quality equipment under the program than was previously furnished to beneficiaries.
However, CMS modified this requirement after one quarter into the pilot so there is no way to monitor
the quality of equipment Medicare beneficiaries are receiving. And to date, we have seen no
beneficiary satisfaction data whatsoever, despite the program’s 16-month implementation.

7. No Due Process

Currently, there are no due process protections or appeals processes in place for providers to appeal
CMS’ methodology for establishing payment rates, making contract awards, designating bidding areas,
deciding on the phased-in implementation approach, selecting items and services or the bidding
structure and number of contractors. Numerous companies were initially qualified due to a technical
error on CMS’ fault, and yet it took over 120 days to resolve the issue—a date past the implementation
date of 1/1/11.

Fixing the Bidding Program

Congress’s objective in requiring Medicare to use a competitive bidding model to establish payment
amounts for HME was to reduce Medicare expenditures and ensure that beneficiaries have access to
quality items and service. This objective cannot be met because CMS has designed a program that does
not hold bidders accountable, does not ensure that bidders are qualified or capable to provide the
products in the bid markets, and, due to the arbitrary nature of the capacity analysis, has produced bid
rates that are financially unsustainable.
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As | mentioned previously, auction experts and economists have warned that the Medicare bidding
program is unsustainable in its current form. It will create significant barriers to access and will destroy
the HME infrastructure that seniors and people with disabilities depend on as the program expands and
providers cannot offset bid pricing with non-bid revenue.

Unfortunately, the recommendations of auction experts, beneficiary and consumer groups, the
Medicare Program Advisory and Oversight Committee (PAOC)—the panel created by Congress to advise
CMS on the design and implementation of the program—and AAHomecare and other interested groups
have not been acted upon. We now look to Congress to fix systemic problems so that Congressional
intent is followed.

To fix the fundamental flaws in the bidding program, an alternative market-based pricing program for
HME has been developed, which has been specifically tailored to the HME marketplace. The proposal,
known as the Market Pricing Program {(MPP), would require changes to ensure a financially sustainable
program. The MPP uses an electronic state-of-the-art reverse auction to establish market-based
reimbursement rates for HME around the country. These changes are consistent with Congress’ original
intent: to create a program that is based on competition while maintaining beneficiary access to quality
items and services. The MPP would be implemented on the same timetable and apply to the same DME
product categories as the current program, and will reduce government spending for DME items
nationwide. Itis intended to be budget-neutral.

The following are key features of the MPP:
1. Timeline

The MPP would be effective on July 1, 2013. The design of the program would be developed through a
collaborative, transparent process, involving all stakeholders (HME providers, CMS, beneficiaries), with
the guidance of an auction expert and the oversight of the market monitor, to establish market rules, to
set market-based and sustainable reimbursement rates, and protect beneficiary access to, and choice,
of quality HME products, services, and supplies. The use of an auction expert to help the Secretary of
the Department of Health and Human Services design the auction program and a market monitor to
help the Secretary ensure that the program is operating effectively and efficiently are common among
public auctions.

2. Auction Operation

The MPP would auction a representative 20 percent of the market (counties eligible for bidding} with
two-year contracts. The remaining market areas eligible for the program would be served by any eligible
providers furnishing HME at the reimbursement rates determined by the auction. The reimbursement
rate established through the auction would apply to similar geographic areas {i.e., urban to urban,
suburban to suburban} and be adjusted for regional characteristics.

Each year thereafter, the MPP would auction a representative 10 percent of the market (counties
eligible for bidding} with two-year contracts starting on July 1 of the year of auction.
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An additional 10 percent of eligible market areas would be subject to auction each subsequent year until
market pricing programs are occurring in 100 percent of eligible market areas throughout the United
States. The process would continue and the Secretary, in consultation with the auction expert, would
continue to select additional eligible market areas on an ongoing and rotating basis. This design would
create the most accurate competitive market payment methodology in the Medicare program.

3. Market Areas

Market Areas established by the Secretary would be composed of a county, an aggregation of counties
or parts of counties that together form an economically interdependent area. Large counties would be
permitted to be subdivided. The current program'’s geographic areas are too large to be effective
because not all HME providers are able to service an entire area. Smaller contract winners need to
subcontract to serve large MSAs and lose quality control since another provider is furnishing the
prescribed equipment and related services.

4. Rural Exemption

The same areas that are exempted under the competitive bidding program would be exempted by the
MPP.

5. Transparent Process Required

In establishing the MPP, the Secretary would utilize an open and transparent process that includes all
relevant stakeholders in the market. Provider and beneficiary education would be required in
consultation with the auction expert and market monitor.

6. Market Design

The Secretary would conduct an auction beginning no later than March 2013 and ensure that the
market has these basic features:

In each market area, two product categories would be auctioned, producing the clearing price and
limiting supplying rights to bid winners. The “lead product” would be submitted for bid in the auction.

Bidders must provide a cash deposit or irrevocable letter of credit (LOC) (from a qualified institution) of
10 percent of expected annual volume as a bid guarantee and winning bidders must provide same as a
performance guarantee. Winning bidders must accept a contract (binding bid).

For each product category, a “lead product” is determined by the auction expert on the basis of cost and
utilization. Only the “lead product” is bid. The “lead product” sets the pricing for the category and the
pricing of all other products in the product category is set relative to the “lead product”. The “lead
product” is the baseline pricing for the category, and establishes the clearing price. The auction expert
will aggregate the various price weighting percentages reported for each product to adopt a single
capacity-weighted average. This relative price index will be publicly disclosed in advance of the auction
so that each bidder will know how each product price will be determined in the auction.
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[n the market area subject to the auction, the reimbursement rates of the other “non-lead products”
subject to the MPP would be established by reference to reimbursement rates established in
economically similar areas in which that product category was subject to auction and all qualified
providers able to accept that price would have the right to provide products and related services.

The MPP would use the market “clearing price” {the first excluded bid in each product area) for each
product area.

HME providers whose bid is below the “clearing price” would be offered a contract for a two-year
period. HME providers whose bids are below the clearing price must accept the contract.

Conclusion

Auction experts have spent more than a year developing changes to improve the current bidding
program. AAHomecare stands by and supports the design of the MPP. We strongly urge this
Subcommittee and Congress to support this program to establish market pricing for home medical
equipment. AAHomecare urges the Subcommittee to secure a cost estimate for the Market Pricing
Program and to pass legislation that would change the current, flawed bidding system to a sustainable
market pricing program at the earliest legislative opportunity.

10

———

Chairman HERGER. Mr. Sale, you are recognized for 5 minutes.
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STATEMENT OF H. WAYNE SALE, CHAIR, BOARD OF DIREC-
TORS, NATIONAL ASSOCIATION OF INDEPENDENT MEDICAL
EQUIPMENT SUPPLIERS

Mr. SALE. Good morning and Members of the Committee.
1Chairman HERGER. If you could hit the button for your mic,
please.

Mr. SALE. I am sorry. Thank you, sir.

Good morning Chairman Herger and members of committee.
Thank you for calling this hearing. I appreciate the invitation and
the opportunity.

My name is Wayne Sale. I am the chairman of the National As-
sociation of Independent Medical Equipment Suppliers, NAIMES. I
have been asked to present my observations of the CMS version of
Congress’ 2003 mandated competitive bidding program and forecast
its effect when expanded into 91 additional CBAs.

For many years, I have enjoyed going to auctions and bidding on
everything from antiques to cars to artwork. At every one, I reg-
istered and was required to stand behind my bid. If I bid on it and
I was the last guy to raise my hand, I bought it. If I scratched my
head or waved my hand to a friend, I may buy it. So that is how
auctions work. The high bidder wins when the buyer is bidding and
the low bidder wins when the seller is bidding. Your bid is your
word and your word is your bond. How else can it work?

Well, CMS has developed a bidding process that is different. The
bid that the sellers of medical equipment submit don’t count. They
go into a pile and are sorted from the lowest to the highest and
CMS picks the one in the middle and assigns it to the product that
they are bidding on. If you bid low, below the median price, they
may ask you if you want to sell to Medicare, and if you decline,
then they go to the next bidder and they ask them. Does that
sound like an auction you have ever heard of?

Well, that is the competitive bidding process that CMS has cre-
ated in response to your 2003 directive. And a taxpayer may ask,
did you get what you asked for? I am not an auction expert, but
this is not an auction at all. There are no market forces at play
here. There is no competition in the pricing mechanism when
prices are chosen behind closed doors and then released in a memo
that says these are the prices, take them or leave them. CMS has
taken years of time and $20 million to develop a competitive bid-
ding system that contains everything but competition.

Oh, those auctions I enjoy going to? I can see who I am bidding
against and I know what the bid is and I know what I must do
to win. In the CMS bidding process, I have no idea who is bidding
or what they are bidding or how to win a product category. All of
the bids are submitted through a closed-door process. It takes
months and months to hear from them, and, if you win, you don’t
know how, and if you lose, you don’t know why. And it is legal.
This federally-funded and congressionally-mandated bidding proc-
ess is contrived entirely in secrecy and then announced and imple-
mented as if it were the result of a fair competitive price process.

That is the truth, and that is the problem. You are one year into
a competitive bidding process that has resulted in administratively
assigned prices with zero transparency. There is more to their de-
sign that is built to fail, but I only have a minute and a half left,
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so let me get to the remedy that we believe will satisfy Congress’
mandate.

Today my colleagues and I bring a fix for your consideration. It
is called real competition. A real competitive bidding program will
work better than an old administrative pricing program. The proc-
ess we are suggesting is that you replace CMS’s bidding scheme
with one we call a market pricing plan. It is more like a real auc-
tion, where bidders are committed to their bids and the veil of se-
crecy is eliminated and transparency enters the process to keep it
honest. The result will be good prices that will bring more bene-
ficiary access, better beneficiary service, and progressive products
and ideas. And a good healthy competition will bring Medicare
good prices.

An added benefit to the MPP is its sustainability. It is a program
that will last through the challenging times that we have ahead as
78 million baby-boomers march into the Medicare system over the
next 30 years. The effects of the implementation of Round 1 com-
petitive bid have not been pretty, nor have they been fully recog-
nized at this point. The reduction of the number of suppliers in
each CBA has made equipment and supplies difficult for Medicare
beneficiaries to acquire.

My written testimony will tell in greater detail the specifics, but
for now, I ask the chairman that I be allowed to submit a CD for
the record that contains the testimony of patients who have sum-
moned the will to speak to you whenever you have a chance to lis-
ten. Their experiences with this pseudo-competitive bidding will
say more than I ever could, and the complaints will grow if this
version of competitive bidding is expanded into 91 additional CBAs.

Chairman HERGER. Without objection.

Mr. SALE. Thank you very much, sir. This small industry is only
1.4 percent of the Medicare spending, and it has a lot of potential
as a community-based supplier to meet patients’ needs. Avoiding
expensive hospitalizations is our specialty. Keeping people at home
keeps costs low. Don’t overlook our value by focusing just on our
cost. We can help bring savings to this table and this country. I
guarantee it.

Thank you.

Chairman HERGER. Thank you.

[The prepared statement of Mr. Sale follows:]
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**FTESTIMONY IS EMBARGOED UNTIL 9:00 AM
WEDNESDAY MAY 9, 201 2***

Testimony of H. Wayne Sale, Chairman
National Associational of Independent Medical Equipment Suppliers
On behalf of its Members
Before the
House Ways & Means Subcommittee on Health
May 9, 2012 @ 9:00 am

Chairman Herger, Ranking Member Stark, members of the Committee, my name is Wayne Sale, and | am the
Chairman of the National Association of Independent Medical Equipment Suppliers (NAIMES}. | hail from
Virginia’s 7% District where Patrick Henry gave his “Liberty or Death” speech, Jefferson built his state house and
Chief Justice John Marshall called home. t have been active in this industry for 35 years as a respiratory therapy
practitioner and business owner. [ currently have a DME and Oxygen business in Central Virginia and employ 30
great people. NAIMES is a velunteer trade association that represents the specific concerns of community
based, independent medical equipment suppliers. Our member demographics comprise 96% of the currently
active Medicare DMEPOS suppliers, 90% of whom are threatened by this purported Competitive Bidding
process.

It is important to begin my comments at the highest level of our country’s domestic national concern — the ever-
rising costs of healthcare. As medical inflation races ahead of the economy and accounts for higher and higher
portions of GDP, we earnestly seek ways to slow its growth and manage our costs. This problem has haunted
the budgets and politics of every President and Congress since Medicare’s inception. When this hearing
concludes, | hope you will leave with a better understanding of how DMEPOS suppliers can contribute to the
reduction of those costs.

History

In an effort to curb the costs of Medicare expenditures in 2003, Congress directed CMS, through the Medicare
Modernization Act, to employ a formal Competitive Bidding process in order to “reset” Medicare
reimbursements for DMEPOS products to achieve “market-based efficiency”. This sector of Medicare spending
consistently comprised about 2% of the monies annually disbursed. In 2008, the Medicare Improvements and
Patient Protection Act {MIPPA} amended CMS’s directions for program development slightly, but did nothing to
substantially amend the pseudo competitive bidding process that CMS created and controlied behind a veil of
secrecy allowed them in 42 USC 1395 w-3(b}{10}, the elimination of a program participant’s right to an
administrative or judicial review.
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On February 11, 2009, the DME industry’s testimony before the House Smali Business Sub-Committee on Rural
and Urban Entrepreneurship, pointed out the detrimental effects and unintended consequences of the CMS
designed bidding process, and urged the Committee to intervene before re-starting the stalled initial rollout.
The industry, patient and expert testimony was not enough to stop the program from being reinstated and on
January 1, 2011, CMS's version of pseudo-Competitive Bidding went into effect in 9 Competitive Bidding Areas
{CBA’s). {Cleveland, OH - Charlotte, NC — Cincinnati, OH — Dallas/Fort Worth, TX — Kansas City, MO/KA —
Orlando, FL — Miami/Fort Lauderdale/Palm Beach, FL ~ Pittsburgh, PA and Riverside/ San Bernardino, CA)

The “competition” that Congress planned to achieve was supposed to occur as suppliers offered the CMS prices
at which they could sell the defined products, make a profit, and maintain service to their Medicare patient
population. The CMS process of supplier contractor selection, side stepped the “competition” requirement as
their program design accepted bids that were non-binding and used the collection of bids offered to choose the
price they would assign the product. Apparently, that looked like “competition” to the creators, but in fact, was
just another form of administrative price assignment. These contradictions to a genuine competitive bidding
process were revealed by several economists, who looked closely at the bidding process created by CMS. Their
findings of the program’s serious shortcomings were bought to the Congress’s attention and CMS leadership
directly. Failing to generate sufficient interest to bring the needed change to the program, they thought it
imperative to submit their findings and concerns to President Obama in a letter dated June 17, 2011.

Since the commencement of the pseudo-CB in these 9 CBA’s, 90% of the suppliers have been removed from the
Medicare marketplace, leaving fewer suppliers to service the growing population of Medicare beneficiaries. The
elimination of suppliers, combined with the program’s forced enlargement of service territories in every CBA,
has unquestionably caused distress in the healthcare continuum in the affected areas. Reports of stalled
hospital discharges, delays in equipment delivery, and slower response to the delivery of physician ordered
equipment have been reported. Suppliers who were not chosen to participate in the contracting process have
experienced obvious decreases in referrals and revenues, and subsequently had to lay off workers; an estimated
40% have gone out of business.

While CMS boasts that the savings are mounting from the effects of this program, there are reports generated
from FOIA data requests that indicate those savings are being quickly spent at more expensive treatment sites -
emergency rooms, hospitals and skilled nursing facilities. These findings have, again, been openly shared with
CMS leadership, in an effort to discern the truth of how this program is performing at the Medicare beneficiary
level. CMS has merely ignored the findings, dismissing them on technical grounds instead of addressing the
issues they raise. This conflict of data interpretation is a key point that must be resolved if Congress is to be
satisfied with the manner in which CMS has carried out its directives.

The fact that 244 economists from America’s most prestigious colleges and universities have examined the CMS
bidding design and found it wanting, is not insignificant. (Some of these economists are your constituents) This
is NOT a consensus among economists — it is unanimous. Four of the examiners are uncompensated, unbiased
Nobel Laureates. Their standards for a successful competitive bidding/auction program design are derived from
years of study, scientific trial & error, and market experience around the globe. It is concerning and telling that
their knowledge and feedback have been ignored and repelled by CMS for reasons yet to be revealed.
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A concern voiced by my membership that exposes a hidden consequence of the CMS design is the fact that
some companies that DID get contracts are NOT getting business. The patient referral community — case
managers and social workers — have learned that some suppliers were offered contracts for multiple equipment
categories and are calling them only, to avoid the time consuming complexity of calling multiple companies to
arrange multiple deliveries to establish an adequate treatment site at the patient’s home. This effectively
eliminates “winning bidders” from the marketplace who accepted a single product contract, reducing the access,
choice and service for Medicare beneficiaries, even further.

The most distressing news in the forecast of Competitive Bidding’s future is that of the program’s
unsustainability. There is a high degree of confidence from all parties that the program’s design will ultimately
lead to failure in the marketplace. Such an aberrant program design has never before been tried or tested. The
absence of binding bids, and the assignment of the median bid as the final price, invites foundational
weaknesses in the program from the very beginning. The low number of available contracts, and high
probability that you won’t be offered one, incents bidders to low ball their bid in a desperate act of continuing
to participate in the largest insurance program in the world — Medicare.

If the economists are correct and the CMS program design is not sustainable, then neither is the billions of
dollars of savings they claim their program will generate. For this reason, it seems realistic to believe that the
CMS projected savings are overstated.

The only defense that CMS offers for continuing their version of pseudo-CB is the absence of a significant
number of complaints from Medicare beneficiaries. It is clear to my members that there are indeed problems,
complaints and concerns. The primary complaint we hear is that peopte who call the Medicare Hotline to
complain, stay on hold for unreasonable lengths of time and eventually give up on registering their complaint.
Another reason complaints may not to be heard is that the effected Medicare beneficiary is sick, and tired, and
simply doesn’t have the energy to go through the process of questioning and explaining and waiting. It's easier
and less stressful to find another way to deal with their particular issue than to waste time on the phone.

Round 2 - What's next?

NAIMES leadership has met with CMS management and urged their reassessment of the CB program. Our
discussions have been direct and clear as to the predictable outcomes voiced by the auction authorities and the
dictates of the rules of market economics. The information submitted to CMS during those discussions,
although compelling, have made no impact on CMS’s position. It has been clearly stated by CMS representatives
that it is determined to carry out Round 2 in similar fashion as Round 1 and looks forward to similar results. That
means in 91 US cities, another 90% of the community based DMEPOS suppliers will be eliminated from the
Medicare program. As the number of business failures and worker layoffs increase, the number of Medicare
beneficiaries will grow almost exponentially. Every day for the next 30 years, approximately 7000 Americans will
turn 65 and enter the Medicare system; 78 million, in all.

So, why is CMS intentionally reducing suppliers in the face of rising demand?
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With fewer suppliers, and more consumers, how does CMS expect prices to stay low? Laws of economics have
soundly established that in a dynamic marketplace, competition among many suppliers keeps prices low, service
high, and innovation moving forward. The people who know, say the CMS design will result in higher prices
over a short time. In market growth such as the one America will experience in the next 3 decades, a preferred
executive plan would be to grow and develop the supplier population to meet the demand. The Baby Boomer
demographic has changed every market it has aged through over the last 50 years and those dynamic changes
are beginning to trickle into the healthcare industry now.

Over the first 3 years that this version of pseudo-CB is in place, the forced reduction of the supplier population
and the increase in market demand promises to raise prices, and again, reduce the CMS projected savings. Said
in a more familiar manner, healthcare costs will continue to rise.

If, for all the reasons above, Congress does not stop the implementation of Round 2, we have no reason to
believe the findings and ills of Round 1 will not be multiplied by 10. Expanding a poorly designed bidding
program will expand the destructive results of that poorly designed bidding program. If we go forward into 100
US cities, perhaps then the volume of beneficiary complaints will be high enough and loud enough for
Washington to hear and be moved to act. But, will it then be too late?

Changes are necessary, and sooner is better than later

In order to avert the negative impact and consequences of the current version of pseudo-Competitive Bidding
and secure the Medicare DMEPOS benefit sustainability, changes are necessary.

Historic data of Medicare expenditures reveal that, unlike every other category of Medicare spending, Medicare
Part B spending in the DMEPOS categories has been practically flat over the last 20 years. Although the industry
has experienced an increase in utilization and in the costs of doing business (salaries, gas and employee
benefits), US expenditures are consistently less than 2% of the per annum spending. The forced elimination of
1000’s of small businesses across the nation from a federally funded program is unimaginable, but that is
currently the promise of the future.

NAIMES, in cooperation with a coalition of industry associations, manufacturers and auction experts, have taken
a properly designed auction format and created a replacement auction design we have named the “Market
Pricing Program” (MPP). An earlier version of this bidding process was tested in a “mock auction” at a trial site
on the campus of the University of Maryland in April of 2011. The trial engaged 100 suppliers and a wide variety
of associated participants who learned, navigated and” bided” on a list of DMEPOS products, pulled from those
used in Round 1. I was in attendance. At the end of the day, the results showed that the mock auction,
conducted in the sunshine of transparency, resulted in lower prices for the payer, sustainable market prices for
the seller, and market demand being met by a large number of willing participants. Initially, the industry eyed
the process with skepticism, but saw that day, that it was a healthy alternative to the pseudo-competitive
bidding process imposed by CMS. CMS, CBO and other government agencies was there also and invited to
participate. Records of the mock auction are online at http://www.cramton.umd.edu/papers/health-care/
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The MPP speaks directly to the short-comings of the current version of non-competitive bidding. Its creators are
experts in auction design and, like any good architect, they have followed the known rules of market forces to
build a system that will iast. The MPP version employs binding bids, performance obligation and national
accreditation to assure that suppliers bid to win, make a profit, and stay in business for years to come. The MPP
reduces the enormous consumption of time that the current regulatory process requires, and promises to save
millions in administrative costs. MPP reduces the geographic size of the CBA’s, making them more conducive to
prompt service and delivery. And best of all, it achieves sustainable savings and patient choice from a large
supplier population ready to meet the growing future demand. Mechanisms have been built into the process
that will assure the government gets the best competitive prices, offered by experienced suppliers, willing and
able to meet the capacity in their service area. This plan sets the stage for healthy growth in an industry that
has proven it can contribute much to the reduction of Medicare spending, particularly in the areas of chronic
disease maintenance and prevention of expensive exacerbations.

Since building and {aunching the MPP is a much less burdensome and time consuming process, the belief is that
it could be built in more quickly than the current Round 2 process and be ready to engage the market on a very
similar timeline as is currently scheduled. Butwe must admit, time is of the essence.

What this change would mean to Congress is that the DMEPOS provision of the Medicare Program will be truiy
competitive, it will save money by enabling patients to be treated at home, avoiding expensive hospital stays,
and will cost the Administration less to implement and maintain.

Conclusion

Congress should move to suspend or repeal the current program. If one believes the experts in auction design,
and accepts the premise that it could be made better, then a replacement program should be vetted, secured
and deployed.

The warnings that the current version of Competitive Bidding will ultimately fail should be taken seriously. The
drastic reduction of “supply” in the face of unprecedented national “demand” for home health products and
services will bring irreparable harm to the industry and the Medicare population they serve. The sustained
concerns voiced and high integrity of testimony is compelling, and should be heeded.

The DME industry takes seriously its personal responsibility to ensure that our nation’s seniors have proper
access to medically needed, physician prescribed care. We take seriously the opportunity we have to reduce the
costs of healthcare to our nation. Both objectives demand that seniors with chronic disease have the DME
equipment they need to maintain their health and independence. Utilization of DMEPOS is the most cost
effective manner in which to avoid the high cost of hospitalizations incurred by those few chronically diseased
patients who consume the most expensive and largest volume of healthcare services. The DME industry brings
real, measurable Value to the Medicare Program. Studies and Medicare claims data analysis show savings
expressed in terms of Return on Investment to be $6-$10 for every $1 spent. Reductions in ER visits, reductions
in hospital stays and reductions in the use of skilled nursing facilities fund the savings and ROl calculated here.
That’s the Value of the DME benefit to the Medicare Program. If the net savings (ROI} from avoiding the highest
priced healthcare services is only $6: $1, the annual total savings that DMEPOS brought to the Medicare
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program last year alone is $40 billion — $400,000 billion over 10 years. That’s the savings the DMEPQOS program
achieves by preventing chronic disease from overpowering its host. That’s the powerful effect of reducing
healthcare expenditures by focusing on disease management, rather than budget management. We must
refocus our attentions on the reasons for the high costs of healthcare, and prevent the need to spend at more
expensive treatment sites.

In June, 2011, realizing the savings that could be achieved by employing a policy of Prevention, President Obama
ordained a National Prevention Strategy, headed by the Surgeon General and signed off on by his entire Cabinet.
That Strategy employs the common sense tactics of community based care for chronic diseases as one of its
goals because of the obvious savings it will generate. An ounce of Prevention is worth a pound of cure. This
Strategy is a perfect example of how CMS could and should use its influence and resources to attain higher
levels of efficiency using the home health services, equipment and supplies sectors.

Additionally, the Innovation Center of CMS has just released 16 pilot grants under a program called
“Independence At Home” which specifically targets COPD and CHF patients with the intention of saving large
chunks Part A dollars by using small pieces of Part B dollars. It is a sound program, launched with great
anticipation and a focus on chronic disease management to accomplish large savings.

If you include the Hospice and Palliative Care programs as programs installed by CMS that save Medicare by
avoiding expensive hospital stays for those with terminally illnesses, then you understand how the hospital beds
and oxygen and other durable medical equipment are indispensable tools to accomplish those savings.

Given the Administration’s propensity towards Prevention and the obvious savings this strategy already brings
to other areas of Medicare spending, there is a golden opportunity, and fiscal imperative, that can be joined
together to put the DMEPOS benefit in full competitive gear, and lay the foundation for our country the achieve
a more cost effective future.

Recommendations & Requests

We recommend that Congress repeal the current version of the Competitive Bidding Program and replace it with
the truly competitive Market Pricing Program.

If further evaluation is necessary before you act, we request that you help facilitate a fuller understanding of the
impact of Round 1 by requiring CMS to submit to you the “before and after” 1/1/11 utilization data from the
same CBA, as opposed to comparable populations in similar cities that they report now.

If further evaluation is needed, we request that you require CMS to reconcile the differences in their Round 1
data analysis results and the industry’s Round 1 data analysis results through FOIA requests. The true effects of
this program must be known before expanding it into 91 additional CBAs.

On behalf of Medicare beneficiaries who have complained to us, we request that you require CMS to design and
employ a Medicare Help Line that is more efficient and responsive to the needs of our growing Medicare
population.

Chairman HERGER. Mr. Martis is recognized for 5 minutes.

STATEMENT OF DINO MARTIS, PRESIDENT, ABLECARE
MEDICAL, INC.

Mr. MARTIS. Thank you. Chairman Herger and Congressmen,
thank you for inviting me to testify today on the Medicare Durable
Medical Equipment Competitive Bidding Program.

I am president of Ablecare Medical. We are a small business
based in Cincinnati, Ohio, and we began operations in 1991. We
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are a full service respiratory and DME company. Currently we take
care of about 3,000 Medicare patients who depend on us to provide
their care.

Numerous studies have documented the problems in Medicare’s
DME benefit; inappropriate reimbursement, fraud, lack of clearly
defined services and outcomes. Competitive bidding has brought
some pressure to bear on those problems, but concern remains. For-
tunately, the debate is no longer centered on whether reimburse-
ment should be reformed, but whether competitive bidding is the
right approach.

Based on my experience in Round 1, competitive bidding is work-
ing and we are excited about our involvement in this program. In
the past, taxpayers and beneficiaries have paid for product that in
some instances are tens of times greater than market rates. GAO
and the Health and Human Services Inspector General found prob-
lems in documenting actual services provided to beneficiaries and
the quality of those services. Our industry as a whole was unable
to show a positive correlation between prices and clinical outcomes.
There are many reasons for this and they have been outlined in my
written statement.

It is important to note that reimbursement prior to competitive
bidding was not sustainable given continually rising overall health
care costs and expected growth in the Medicare and Medicaid popu-
lation over the next decade. This committee has heard testimony
about beneficiaries paying more in cost sharing for certain DME
than the typical cost of purchasing that equipment outright.

We have seen that economic hardship has depressed patient uti-
lization of health care services. It has been our experience over the
last few years that consumers are reducing demand due to a com-
bination of falling incomes and rising cost sharing requirements.
With the introduction of competitive bidding, CMS has reduced the
out-of-pocket burden for beneficiaries, many of whom, if not all, are
on fixed incomes by lowering the cost of DME and by extension the
required beneficiary cost sharing.

From my perspective, the benefit to DME companies is that a
greater probability exists that with lower out-of-pocket costs there
will be more beneficiaries who are better engaged in their care over
the long term as recommended by their physician. This will also in-
crease patient volume, which will, in turn, compensate for loss re-
imbursement.

In Round 1, we bid on oxygen, hospital beds, PAP, enteral and
diabetic supplies. We did not win diabetic supplies. When we bid,
our oxygen bid was exactly, in fact to the penny, the same as the
current allowable by Medicare. For the other bids, we were 0.05
percent from the current allowables. Competitive bid has forced
changes in our business, but it has not reduced patient access or
the quality of care.

DME providers take pride in providing quality service services
and access and the quality of service provided is market-based. We
cannot afford to provide a lesser quality product if we intend to
continue in business. We do have to become more efficient. We
have recognized that, and we have to use technology. We have rec-
ognized that as well.
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We commend CMS for the way they have structured the competi-
tive bid process. The agency appropriately provided an opportunity
to small- and medium-size businesses to be a part of this program,
and they provided these same businesses the flexibility and oppor-
tunity to engage with the program as they saw fit.

Our experience suggests that while no single solution will ad-
dress all the issues generated by the transitioning to competitive
bidding or delivery model, I think it would be a mistake to abandon
competitive bidding. The alternative system proposed would en-
courage higher bids and it would mean higher cost sharing for pa-
tients. Various studies have shown that as out-of-pocket costs in-
crease, beneficiary engagement and adherence to physician pre-
scription decreases. This is detrimental to the beneficiary, to the
DME industry, CMS and the taxpayer.

In the interest of taxpayers, program beneficiaries and the DME
industry, we respectfully urge Congress to let this program con-
tinue, making adjustments as needed. We stand ready and willing
to assist in any effort.

Thank you.

Chairman HERGER. Thank you.

[The prepared statement of Mr. Martis follows:]

***TESTIMONY IS EMBARGOED UNTIL 9:00 AM
WEDNESDAY MAY 9, 2012%*x

Statement of Dino Martis, President, Ablecare Medical to the
Committee on Ways and Means, Subcommittee on Health

Hearing on the Medicare Durable Medical Equipment
Competitive Bidding Program

May 9, 2012
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Chairman Herger and Ranking Member Stark, I am pleased to provide my thoughts on
the Medicare Durable Medieal Equipment eompetitive bidding program. | am the President of
Ablecare Medical, Inc., a small business based in Cincinnati and Cleveland, Ohio that began
operations in 1991. We have been in business now for 20 years and are a full-service
Respiratory and DME company. Currently, Ablecare Medical has 42 employees and strives to
cfficiently provide the highest quality services to the 3,000 Medicare paticnts who depend on us
to provide their care.

My testimony today is based on my two decades of experience in providing services to
America’s seniors, both as part of the fee-for-service program and, more recently, as a successful
contract awardcc in the DME compctitive bidding program.

Numerous studies have documented the problems in Medicare’s DME benefit:
inappropriate rcimbursement; fraud; lack of clcarly dcfined scrvices and outcomes. Competitive
bidding has brought some pressure to bear on those problems, but concerns remain. Fortunately,
the debate is no longer centered on whether reimbursement should be reformed and whether
competitive bidding is the right approach. The focus has now shifted to how competitive
bidding should be structured moving forward. Bascd on my experience in rounds one and two, 1
believe additional modifications should be made to the program, but that these changes are
minor.

Competitive bidding is working, and we are excited about our involvement in the
program. We remain optimistic the competitive bidding approach holds great potential to
improve care while lowering costs. We should also not lose sight of additional reforms that
bring competition and technology to bear on the pressing problems of poor outcomes, quality
measurement and high costs in DME markets.

Medicare Reimbursement for DME Prior to Competitive Bidding

The Government Accountability Office and others have documented the extent of
overpayments for DME over the last two decades. Taxpayers and beneficiaries have paid for
products that in some instances are hundreds of times greater than market ratcs. Likewisc, GAO
and the Health and Human Services Inspector General found problems in documenting actual
services provided to beneficiaries and the quality of those services'. Our industry as a whole
was unable to show a positive correlation between prices and clinical outcomes. The reasons for
this include:

¢ DME companics are paid separately for clinical services and DME products under fee-
for-service. The only incentive to provide clinical services under the fee schedule is if
those scrvices are required under a referral.

* See, for example the testimony and reports at: hitp:/www.gao.gov/archive/1998/he98 102.pdf;
http:/wwy.gao.gov/assets/100/97606.pdf; hitp:/oig.hhs.gov/iestimony/docs/2002:02061 1 fin.pdl’
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e There currently are no standards for measuring how equipment and services affect
beneficiary outcomes or treatment costs. Clinical guidelines used by each HME
company are different. In part, this may reflect the lack of standardization of clinical
processes and measures.

e Industry billing and reporting systems do not neccssarily keep track of hospitalizations or
disease exacerbations, so it is unclear whether clinical services are positively impacting
bencficiary health.

The reimbursement prior to competitive bidding was not sustainablc given continually
rising healthcare costs and expected growth in Medicare and Medicaid populations over the next
decade. As I noted, Medicare reimbursement was well above market rates for both product and
any services that could be reasonably provided in delivering the product. This Committee has
heard testimony about beneficiaries paying morc in cost sharing for certain DME than the typical
cost of purchasing the equipment outright. These situations sow distrust in the Medicare
program by eroding confidence that Congress and CMS are capable of designing systers to pay
for services based on old fashioned commonsense.

Value of Competitive Bidding

As we have seen in other health services, economic hardship has depressed patient
utilization of health services. It has been our experience over the last few years that consumers —
Medicare and private plan enrollees alike — are reducing demand for provider services in general,
and for equipment services in particular, due to the combination of falling incomes and rising
cost sharing requirements.

With the introduction of competitive bidding, CMS has reduced the out-of-pocket burden
for beneficiaries, many of whom are on fixed income, by lowering the costs of DME and, by
extension, the required beneficiary cost sharing. From my perspective the benefit to DME
companies is a greater probability that there will be more beneficiaries who are better engaged in
their care over the long term because they are using the products as recommended by their
physician. This will likely increasc volume which, in turn, will compensate for lost
reimbursement. The obvious additional benefit is a healthier, more functional beneficiary
population.

Our Experience with Round One of Competitive Bidding

Our experience with Round One of competitive bidding was not uniformly positive.
While the CMS interface and procedure for bid submissions were reasonably functional, there
were instances where the system would go down and we would not be able to enter information
required for bid submission. For example, we were unable to bid on the category for walkers. In
all fairness, however, we delayed submission of our bids until the last day, and it is possible that
others also did the same, creating a spike in server volume that caused intermittent system crash.
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We learned from our experience, and in Round Two we entered our bids well in advance
of the due date. As a result, we were able to enter our information for all categories for which we
intended to submit bids without incident. Thus, the bid submission system in our experience
worked as intended.

Competitive bidding has forced changes in our business, but not as commonly reported.
Beneficiaries in our Cincinnati and Cleveland bid areas did not lose access or see a drop in
service. No competitive bid winner would turn down a referral or provide sub-par service as such
business practices would impact their ability to garner future referrals. Competitive bidding has
likewise forced changes across our industry, but these changes are no greater than what every
other industry experiences when forced to compete. To continue operation, we have had to
become more efficient. We have learned how to use technology to our benefit. Manufacturers
and other vendors have accepted the inevitability of the new, more competitive system and have
made changes to their organizations that have enhanced efficiency. The resulting changes will
allow us to reduce our bids and pass those savings onto to taxpayers and beneficiaries.

It is our belief, proven by working in this environment for the last 16 months, that the
competitive bid program as structured by CMS will allow us to service all beneficiaries in our
area at lower costs and better quality, with no reduction in service. Increased volume replaces
what was lost in profit per sale. It is our belief that, as the economy strengthens and beneficiaries
feel more financially comfortable, engagement and referrals will return to normal levels and, in
fact, increase as more beneficiaries (i.e. baby boomers) enter the Medicare program.

Expectations in Round Two

In Round 2, we bid in those areas in Ohio where we knew we could afford to expand and
provide personalized product and service to beneficiaries. Therefore, we did not bid in any area
outside of Ohio. Because our experience with competitive bidding has been positive, we are
excited about the prospect of expanding our quality services to more Medicare beneficiaries for
more products in round two of the competitive bidding program.

Lessons Learned and Room For Improvement

We commend CMS for the way they structured the competitive bid process. The Agency
appropriately provided small and medium size companies an opportunity to be a part of the
program, when it would have been easier and administratively simpler for them to work
exclusively with large companies. CMS also provided an opt-out clause, whereby if we were
awarded the bid at a price point that we felt was unreasonable, we were not compelled to enter
into a contract with Medicare. This, too, created additional burdens for CMS, but provided
suppliers with flexibility and opportunity.

Likewise, we believe the use of subcontracting arrangements is well intentioned, but
requires additional program oversight. If a bid winner requires assistance covering demand for
product or services, they can contract with non-bid winners or sub-contractors that are Medicare
Approved HMEs. This does happen and is good for the bid winners, non-bid winners, CMS,
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beneficiaries and for the program’s success. In some instances, however, non-bid winners are
leveraging their relationship with referral sources to raise costs beyond the normal and
customary amount. This impacts bid winners by increasing their operational costs.

While we can understand the rationale for sub-contracting, we do not agree that this is a
positive for contract winners, CMS or the patient. Part of the rationale for entering into a
competitive bid contract with CMS is the notion of exclusivity. Sub-contracting arrangements
not only preclude exclusivity, but also introduces variables detrimental to the beneficiary. For
example, because sub-contractors receive only a nominal setup fee and are not directly involved
with the patient, they have reduced incentives to provide the best service to beneficiaries.
Subcontracting is also more conducive to fraud. For example, a company that did not win a
contract could function exclusively as a marketing company, obtain a referral and then provide
the patient to a contract winner who would pay them the most for the referral. This puts the
contract winner in an untenable position of receiving kickbacks. While CMS has tried to address
the issuc by requiring referrals to be made directly to the contract winner, frequently it does not
function that way on the ground. Most referral sources are still unclear as to what DME
competitive bidding really entails. These companies are also fed misinformation by non-contract
winners. For example, many non-contract winners inform referral sources, incorrectly, that they
can service Medicare patients without divulging that they do so through a contract winner.

We suggest the program should be improved in the following ways:

1. CMS should take immediate steps to inform all current and future DME suppliers and
subcontractors about the rules of the road. We believe the Inspector General should issue
an advisory opinion to clarify any confusion. Doing so publicly not only would enhance
trust in the program, but would quickly dispel incorrect information that leads to potential
overspending.

2. CMS also needs to establish a standardized process for reporting on outcomes. As
mentioned above, there is little information on the correlation between services provided
and patient results.

3. DME competitive bidding should not be a static program. It should evolve as new
services, technologies and creative and innovative approaches evolve. We have been
involved in an effort to use a technology-based disease identification, prevention and
management solution to serve as a model that improves health, improves health care, and
reduces healthcare costs for patients with sleep apnea that require DME product. 1
believe this is the next generation of DME reform: leveraging actual services to improve
outcomes while lowering costs.

Conclusion

Our experience suggests that no single solution will address all the issues generated by
transitioning to a competitive payment and delivery model. Does that mean we should abandon
hope and revert to a failed system that encouraged inappropriate, unnecessary, overpriced,
wasteful and potentially harmful care? Absolutely not.
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I am also convinced that it would be a mistake to abandon competitive bidding by
limiting bidders. Limiting competition encourages higher bids. While that may mean higher
profits for the winning bidders, it also translates to higher cost sharing for patients. Some have
suggested abandoning reimbursement based on a median price. I believe that approach is also
misguided as a median pricing mechanism encourages companies to continue to negotiate price
concessions and to perform more efficiently.

In the interest of taxpayers, program beneficiaries and the integrity of the competitive
markets, we respectfully urge Congress to let the program continue to play out, making
adjustments as needed and as outlined above.

We stand ready and willing to assist the Committee in these efforts.

—————

Chairman HERGER. Mr. Chiplin, you are recognized for 5 min-
utes.

STATEMENT OF ALFRED J. CHIPLIN, JR., SENIOR POLICY
ATTORNEY, CENTER FOR MEDICARE ADVOCACY, INC.

Mr. CHIPLIN. Thank you, Mr. Chairman and Members of the
Subcc()lmmittee. We have also submitted written testimony for the
record.

The subcommittee’s continued focus on Medicare’s durable med-
ical equipment, prosthetics, orthotics and supplies competitive bid-
ding program is important. We remain cautious about beneficiary
access to the scope and quality of DMEPOS items and services as
suppliers continue to jockey to do business in this new environ-
ment. We think, nonetheless, that if properly implemented, includ-
ing the development and expansion of appropriate beneficiary edu-
cation and safeguards, the program could be a positive vehicle for
ensuring that beneficiaries get the supplies that they need while
holding down cost to the taxpayers.

We are pleased to see that the Medicare agency in its April 2012
assessment of the DMEPOS program is projecting savings to the
Medicare Part B trust fund of $25.7 billion between 2013 and 2022
and a reduction in beneficiary and coinsurance amount of $17.1 bil-
lion during that same period.

Out-of-pocket savings in the area of the CMS report is the most
exciting. We hope over time that the cost savings will increase and
that access is not impacted by decreasing costs. As has been cited,
out-of-pocket savings have an important impact on access.

We remain concerned that providers carry a range of products
within product categories and that beneficiaries are not inappropri-
ately required to change brands or types of items and services in
order to stay within cost parameters dictated by the competitive
bidding process in local markets. On the whole, we feel that the
Medicare agency should be required to step up its efforts to educate
beneficiaries about the program, including a special Web site spe-
cifically for Medicare beneficiaries.

As to the standards for DME that have been developed, we are
pleased to see that they are extensive and comprehensive. We do
have a few areas that we would like to see looked at. One is that
there continues to be broad monitoring. We would also like to see
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that the data that is gathered include information about the level
of beneficiary appeals through the appeals process in addition to
complaints. Complaints and appeals are different matters. So we
would like to see that tightened.

We also would like to see Congress address how it might deal
with the suppliers who are not awarded contracts and do continue
to provide services in some areas. This, we think, may well be a
problem. We would like to have some attention devoted to that.

We also think it is important to give more attention and clarity
for beneficiaries on the question of how grandfathering works. It is
a complicated area and beneficiaries are often confused. In our
work, we hear from beneficiaries more about the confusion about
things than anything else at this point, just about how the program
will work.

We would also like to see that further analysis from the Medi-
care agency look at the broader comparison of the number of bene-
ficiary complaints filed. Simply looking at what has come in on the
800 number is not really enough. Over the years, our experience
has been that even when serious problems occur, few beneficiaries
file complaints and even fewer enter Medicare’s administrative
process, and we think data analysis should have some mechanism
for recognizing this reality.

In conclusion, we remain cautious about the DMEPOS program.
We think, nonetheless, that if properly implemented, including ex-
panded beneficiary education efforts and safeguards, the program
could be a positive force toward reducing cost to beneficiaries and
saving costs to the Nation as a whole.

Thank you very much.

Chairman HERGER. Thank you.

[The prepared statement of Mr. Chiplin follows:]
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Introduction

Mr. Chairman Herger and members of the Subcommittee, I am Alfred J. Chiplin, Jr., Esq., a
senior policy attorney in the Washington, DC office of the Center for Medicare Advocacy, Inc.
(the Center). We are a national, not-for-profit organization that advocates on behalf of older
people and people with disabilities to ensure access to fair, comprehensive, and affordable health
care. We are a beneficiary-focused advocacy group. [ thank you for the opportunity to come
before you this morning.

The Subcommittee’s continued focus on Medicare’s Durable Medical Equipment, Prosthetics,
Orthotics, and Supplies (DMEPOS) competitive bidding program is important. We at the Center
share your overall concern that the DMEPOS program accomplishes its stated purpose of
reducing Medicare costs while protecting beneficiary access to necessary and appropriate items
of DMEPOS. Further, we agree that it is of critical importance to assess the Round 1 experience
in the current nine Metropolitan Statistical Areas (MSAs), particularly as the Medicare agency
prepares to implement Congress’ directive to expand DMEPOS competitive bidding to an
additional 91 MSAs in 2013.

We are pleased to see that the Centers for Medicare & Medicaid Services (CMS), the Medicare
agency, is projecting savings to the Medicare Part B Trust Fund of $25.7 billion between 2013
and 2022 and a reduction in beneficiary coinsurance amount of $17.1 billion during this same
period.! These savings are substantial for taxpayers and beneficiaries. We remain cautious,
however, about beneficiary access to the scope and quality of DMEPOS items and services as
suppliers jockey to do business in this new environment. We urge particular vigilance on the
part of the Congress and CMS, particularly as more Metropolitan Statistical Areas (MSAs) are
impacted by the DMEPOS competitive bidding program and as more items of DMEPOS become
subject to competitive bidding. We think, nonetheless, that if properly implemented, including
the development and expansion of appropriate beneficiary education and safeguards, the
DMEPOS competitive bidding program could be a positive vehicle for ensuring that
beneficiaries get the supplies they need while holding down costs to taxpayers.

In the main, the Center is of the opinion that the DMEPOS competitive bidding program should
go forward; that program elements such as grandfathering, smaller supplier networks, and out of
network repair and replacement rules could be made more understandable for beneficiaries. In
addition, the Medicare agency should step up its efforts to educate beneficiaries about the
DMEPOS competitive bidding program, including the development of a website specifically for
Medicare beneficiaries. Education efforts should target MSAs as well as geographic areas not
yet covered. This is especially necessary as misinformation about the program filters throughout
the nation, making for confusion in all geographic areas, including those not currently affected
by the DMEPOS competitive bidding program.

" See CMS’ “Competitive Bidding Update—One Year Implementation Update April 17, 2012,
https://www.cms.gov;/Medicare/Medicare-Fee-lor-Service-
Pavinent/DMEPOSCompetitiveBid/Downloads/Competitive-Biddimg-Update-One-Year-Implementation.pdf.

2 Puge
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Recommendations

As my introductory comments reflect, the Center is concerned about beneficiary education and

access.

1.

The Congress must mandate and the Medicare agency must provide clear information
designed and directed specifically to beneficiaries. It can not be merely an add-on to
suppler cducation activitics. Nccessary information includes defining what bencficiarics
will need to know and do when their DMEPOS items need to be repaired or replaced,
either in their MSA or while traveling outside that area; how to identify approved
suppliers, the forms of acceptable notice; and how to initiate complaints and appeals
when problems occur.

As we said in our 2010 testimony, CMS must engage in a vigorous and focused campaign
to educate the beneficiary community. CMS must step up its educational campaign to
ensure that Medicare beneficiaries of all ages are aware of the DMEPOS program and
ongoing changes and modifications.

CMS must make clear to beneficiaries who reside in geographic areas not currently an
MSA or a competitive bidding area (CBA) whether and how the DMEPOS rules affect
them.

There must be an exploration by the Congress of how to address the caprices of
DMEPOS suppliers who do not participate in Medicare yet supply items of DMEPOS. If
a supplier is not in an MSA covered by the DMEPOS competitive bidding program, how
will Congress and the Medicare agency protect unsuspecting beneficiaries as to notice
requirements as well as extend its sanctions and oversight authority?

It will continue to be critical to provide clear information when new MSAs — and the
CBAs within them — are added to the DMEPOS competitive bidding program. Likewise,
there is the need for information for beneficiaries who obtain their DMEPOS products
through mail-order supplicrs.

There needs to be more clarity for beneficiaries about the DMEPOS rules for
“grandfathered” suppliers.

The Congress and the Medicare agency must continue to speak with a loud and clear
voice about the rules of the program, including the limits placed on supplier registration,
certification, advertising, and on supplier solicitation of beneficiaries.

With respect to beneficiaries, data analysis of the DMEPOS program must look broader
than a comparison of the number of beneficiary complaints filed. Over the years, our
experience has been that even when serious access to service problems occur, few
beneficiaries file complaints and even fewer enter Medicare’s administrative appeals
process. Data analysis must reflect this reality.

3|Page
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The Center’s Ongoing Concerns

Thus far, we have not heard of specific access to DEMPOS problems. We expect, however, that
as the program is expanded to the additional 91 MSAs as contemplated, we will hear of more
problems. From our cxperience with other “roll outs” of Medicare changes and additions, we
anticipate problems that relate to beneficiaries obtaining DMEPOS and related services from
suppliers who arc not certified as competitive bidding winners; about beneficiaries not getting
adequate notice about the consequences of using suppliers who are not certified through the
competitive bidding program; and about beneficiaries having overpaid for items of DMEPOS
and for related services, given that they did not obtain their items and services from certified
competitive bidding winners.

Access to DMEPOS

On September 15, 2010, 1 addressed issues of beneficiary access to DMEPOS at a hearing held
by the House Energy and Commerce, Subcommittee on Health. The focus of that hearing was
on DMEPOS Competitive bidding and implications for Quality, Cost and Access. The issues 1
raised at that time centered on assuring beneficiary access to necessary DMEPOS and related
services and on the need to step up efforts to educate Medicare beneficiaries about the DMEPOS
Competitive Bidding program.

In 2010, the Center heard confusion and conflicting conjectures from suppliers and beneficiaries
about the consequences of the DMEPOS program, both positive and negative. Even so, our
anecdotal experience was that suppliers were applying for certification and complying with the
other DMEPOS requirements. What that raised for the Center was the need for clear, concrete,
and factual information about the rules of the DMEPOS program and about beneficiary rights
and responsibilities. The same is true today.

Access to Information about the DMEPOS program

A big concern in 2010 was that DMEPOS information for beneficiaries was lacking and
incomplete and often difficult to find. The “Medicare.gov”” website, for example, did not contain
information about the DMEPOS competitive bidding program on its home page. Moreover, a
search for durable medical equipment on the Medicare.gov website took one to a Medicare
Supplier Directory. At that time, when a zip code in a competitive bidding area (CBA) was
entered (33394, FL. Lauderdale, FL, for example), the resulling page did not include information
about the new program. And, at that time, the Medicare publication, “What You Should Know if
You Need Medicare-covered Equipment or Supplies,” revised June 2010, did not appear among
the list of publications on thc websitc icon for publications. Wc were concerned that onc would
only get to the appropriate section of the CMS website if one entered “DME competitive
bidding.” Then, as now, few beneficiaries know enough about the DMEPOS program to engage
in a sophisticated search in order to obtain basic information.

In 2010, we were concerned that the DMEPOS program has been an enigma for the beneficiary

community.  Confusion reigned as providers vociferously opposed competitive bidding,
including supplier certification, claiming that beneficiaries would not be able to obtain necessary

4| Page
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supplies and services. And, of course, Congressional action requiring that the Medicare agency
engage in “Round 1" rebidding added to the confusion.

Limitations of the Medicare Website

I am pleased that once located, there is a fair amount of information available on the Medicare
website about the DMEPOS program. Yet, accessing information remains a “scavenger hunt.” [
find few intuitive beneficiary focused prompts that lead to necessary DMEPOS information.
Today, as in 2010, if one knows key words and phrases, one is likely to get to useful information.

I recognize that designing informational tools for beneficiaries about any subject — much less
complex information — is not easy. There is no “one-size-fits-all” solution, to say nothing about
the need to design materials for different cultures and for multiple languages, as well as trying to
account for the various levels of understanding and comprehension that comprise current and
future Medicare beneficiaries. Even so, it is important that the agency and the Congress give
priority to educating beneficiaries about the DMEPOS program. As it stands, from looking at
what has been done thus far, it feels as though educating beneficiaries has not been given the
same level of attention as has been directed to the supplier community.

Diabetic testing supplies

The purchase of diabetic testing supplies remains an area of concern. As was noted in my 2010
testimony, under the DMEPOS rules, a Medicare beneficiary who is a permanent resident in a
Competitive Bidding Area (CBA) may purchase diabetic testing supplies from a mail order
contract supplier that serves the area in which he or she is a permanent resident or from a non-
contract supplier in cases where the supplies are not furnished on a mail order basis. For such
purchases, the diabetic supplies will be reimbursed at the single payment amount for the CBA
where the beneficiary maintains a permanent residence. Moreover, when the diabetic supplies
are not furnished through mail order, the suppliers will be paid the fee schedule amount. This
process is confusing. It leaves beneficiaries unsure about pricing. Continuous monitoring and
oversight is necessary to assure that problems are identificd and resolved expeditiously.

In my 2010 testimony, I also emphasized the need for beneficiaries to have good information
about their appeal rights — what to do when things go wrong and where they might obtain help in
resolving disputes.

Using non-participating suppliers

We anticipate an increase in the number of suppliers who are not in an MSA covered by the
DMEPOS program electing to be non-participating suppliers as defined in 42 USC §1395u(i)(2).
Some, moreover, will elect not to participate in Medicare. Moreover, Medicare’s limiting charge
law, 42 USC§1395w-4(g), is not applicable to non-participating suppliers. Rather, the limiting
charge law applies only to non-participating suppliers who supply services related to physician
services.

S1Fa




82

Non-participating suppliers in areas not covered by the DMEPOS competitive bidding program
are free to require the Medicare beneficiary to submit DMEPOS claims to Medicare and demand
payment upfront — they are not subject to a particular written notice requirement — with Medicare
reimbursing the beneficiary at the Medicare reasonable charge amount. Significantly, we
encountered this very problem in December 2011. It is a problem that leaves the beneficiary
responsible to pay the difference between Medicare’s reasonable charge reimbursement (or the
fee schedule amount) — whichever is less and the non-participating supplier’s actual charge.
Medicare will reimburse the beneficiary 80% of the Medicare reasonable charge amount (or the
fee schedule amount) — whichever is less. The one saving grace for beneficiaries who use non-
participating suppliers is that the beneficiary can submit the bill to Medicare and seek as much
reimbursement as he or she can get, which, of course, reduces the beneficiary’s out-of-pocket
costs.

Once the DMEPOS program is fully implemented, and more DMEPOS items and more
geographic areas are included in the DMEPOS program, beneficiaries should experience a
greater reduction in DME out-of-pocket expenses as they will be required to use certified and
registered DMEPOS providers in order to obtain Medicare-covered items of DMEPOS.> A
beneficiary has no financial liability to a noncontract supplier that furnishes an item included in
the competitive bidding program for a CBA unless the beneficiary has signed an advance
benceficiary notice (ABN). Scc 42 C.F.R. §414.408(c)(3)(i1) (payment rulcs DMEPOS).

As we know, the consequences for beneficiaries when using a non-contract suppler are
significant. Beneficiaries must be provided information about the importance of obtaining an
Advance Beneficiary Notice (ABN) so that they fully understand the consequences of using non-
contract suppliers, including possible waiver rights and higher payment rates. For example,
contract-suppliers must accept assignment (that is, Medicare’s reasonable charge amount, with
the beneficiary being responsible for a twenty percent (20%) copayment amount, or the fee
schedule amount) if they provide competitively-bid equipment to Medicare patients who reside
in a CBA.

Grandfathered suppliers

Using “grandfathered” suppliers remains an issue for beneficiary education. As I stated in my
2010 testimony, Medicare’s statutory and regulatory definition of covered DMEPOS suppliers is
quite broad. We fear continued confusion among beneliciaries and suppliers about these rules.
In many instances, beneficiaries will not know that that their physicians, nurse practitioners, and
physical therapists might be subject to the regulations of the DMEPOS program, unless
“grandfathered.”

? Limited CMS data already supports this assumption. See CMS’ “Competitive Bidding Update—One Year
Implementation Update April 17, 2012, hitps:/www.cins. gov/Medicare/Medicaye-Fee-for-Service-
Payment/DMEPOSCompetitiveBid/Downloads/Competitive-Bidding-Update-One-Year-lmplementation. pdf., at
page 7.
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Supplier Calls to Beneficiaries

We have not heard specific problems about the inappropriate use of cell phones, pages, and call-
forwarding and other devices while away from their places of business. As more MSAs are in
place, we anticipate abuses in this arena. The rules establish a complex scheme for determining
whether such use is permitted for purposes of defining working from one’s place of business as
well as defining supplier networks within a CBA. Ongoing monitoring in this area is essential.

Finding a Supplier

As we noted in our 2010 testimony, we have concerns about DMEPOS program rules that
beneficiaries must follow in finding or acquiring a DMEPOS supplier. Our concern remains that
the burden on beneficiaries to understand suppler standards and requirements is too much. Even
with a massive education campaign, beneficiaries will not be on an appropriate footing with
suppliers to ascertain whether a suppler is in compliance with DMEPOS requirements. Under the
DMEPOS rules, beneficiaries must change suppliers if their current supplier is not a competitive
bidding winner or not otherwise grandfathered. = Likewise, sorting suppliers and supplier
networks will become increasing more difficult as the DMEPOS program expands, particularly
as suppliers with smaller businesses link to form networks as provided under the statute.

Repair and Replacement Concerns

We have heard from advocates that beneficiaries are beginning to raise repair and replacement
concerns as their current equipment ages. One concern in particular is about suppliers
agreements for repair and replacement for those needing such services when outside the service
area in which the DMEPOS was initially obtained. It is imperative that provider agreements,
particularly where suppliers are not networked, are specific about responsibilities and clear about
what the beneficiary is to do. We remain concerned about the burden on beneficiaries to know
and make provisions for possible repairs or replacements in advance of travel. As currently
established, repairs and replacements are to be made by the supplier in the CBA in which the
beneficiary maintains a permanent residence, unless the supplier or the supplier network has
arrangements with certified suppliers in the areas to which the beneficiary will travel.

Permanent residents within a CBA are required to obtain replacement of all items subject to
competitive bidding from a contract supplier, including replacement of base equipment and the
replacement of parts or accessories for base equipment that is being replaced for reasons other
than servicing of the base equipment (for example, the need for a more durable piece of
equipment given the beneficiaries weight or equipment usage). As was stated in my 2010
testimony, absent a strong effort to establish a comprehensive beneficiary education effort by the
Medicare agency, beneficiaries in this circumstance may face serious access and payment
challenges.

An additional repair and replacement concern is that some beneficiaries have complained that
their suppliers are changing the products and items they carry and service, frustrating access to
certain Medicare-covered items. A rationale for such changes, along with adequate notice to
beneficiaries, is necessary.

7| Page
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Additional matters

CMS’ April 2012 assessment of the DMEPOS program
Savings

The projected savings announced in CMS’ April 2012 assessment is substantial. We hope these
savings can be sustained with minimal impact on beneficiary access. Out-of-pocket savings to
beneficiaries is an important access mechanism in promoting service and benefit utilization.

Admissions Data

We appreciate the focus of the Medicare agency on “sccondary indicators of access to DMEPOS
such as hospital admissions, emergency room visits, physician visits and admissions to skilled
nursing facilities before and after the implementation of the DMEPOS competitive bidding
model.” Tt is, nonctheless, important to state that more research and analysis, form a variety of
disciplines and perspectives, is obviously necessary in order to establish a reliable and verifiable
correlation between admissions data from specific health care settings and DMEPOS utilization
and access.

Complaint Data

It is difficult to rely on the CMS complaint analysis as a measure of how well the DMEPOS
competitive bidding program might be working. As said elsewhere in this testimony, few
beneficiaries file complaints or enter the Medicare appeals process even when faced with serious
access to and denial of service problems. We are not at all surprised at the overall low number of
complaints received.” Random beneficiary calls are useful, as is adding DMEPOS fields on
beneficiary satisfaction survey forms. Moreover, the Medicare agency is still relatively early on
in the implementation of the DMEPOS program. Data about the program at this point should be
viewed for the limited, but important, value it represents — a current snapshot.

Beneficiary Out-of-Pocket Savings

This area of the CMS report is the most exciting. We hope over time that cost-savings will
increase and that access is not impacted by decreasing costs. Similarly, we remain concerned
that providers carry a range of products within product categories and that beneficiaries are not
inappropriately required to change brands or types of DMEPOS and supplies in order to stay
within supplier costs parameters dictated by the competitive bidding process in local markets.

* Ibid.. p. 4.

* Advocates and beneficiaries find it difficult to get through to the Medicare ombudsman for
discussion and review of Medicare problems. Rather, Advocates and beneficiaries are generally
shunted back to Medicare’s “1-800” number, often experiencing long wait times. In addition,
the quality of the information provided when one gets to a “live” person is often uneven.

8| FPage
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DMEPOS Supplier Standards

In general, we are pleased to see the level of detail provided in CMS’ DMEPOS supplier
standards.” We think they will be helpful to all concerned. We hope that CMS will take
particular elements of these standards and turn them into beneficiary education pieces, using a
variety of media and approaches. This could potentially enhance beneficiary knowledge about
thc DMEPOS compctitive bidding program.

Areas of the standards for discussion:
Standard # (b) 11 — Direct solicitation of a Medicare beneficiary

Solicitation of beneficiaries by unscrupulous persons is always a problem. CMS must have in
place a comprehensive monitoring approach. The approach should be viewed expansively so as
to include new forms of media as they emerge, particularly the internet and the use of so called
“smart phones and related devices.”

Standard #’s (b) 19 & 20 — Beneficiary Complaint Information

It is imperative to keep good data on beneficiary complaints, including the nature and frequency
of the complaints. We are pleased that the standards require the name of the person receiving the
complaint, a description of the problem, and a summary of the action taken to resolve the
complaint. We are concerned that data about complaint resolution is sufficiently complete to
allow an analysis of specific problem arcas and the solutions proposed. In addition, we would
like to see the data set expanded to include information about the resolution of complaints that
are taken through the Medicare administrative appeals process.

Conclusion

We remain cautious about the DMEPOS program, but hope our concerns regarding beneficiary
access and information will be addressed to ensure continued positive development of the
program for beneficiaries and their families. Likewise, we hope the DMEPOS competitive
bidding program will be able to sustain projected cost savings, while reducing fraud, waste, and
abuse. We also note the concern of suppliers that use the DMEPOS competitive bidding
program as an excuse to make business decisions — unrelaled to the program — that adversely
impact beneficiary access. Finally, we want to ensure beneficiaries have ready recourse when
problems arise. We think, nonetheless, that if properly implemented, including expanded
beneficiary education cfforts and safeguards, the DMEPOS competitive bidding program could
be a positive force toward beneficiaries getting the supplies they need while keeping down costs
to taxpayers.

Thank you very much.

% See 42 C.F.R §424.58 (Accreditation — Conditions for Medicare Payment), hip/ecir.apoaccess, gov/cei/t/textitext-
idx?e=ccfrdsid=5558bf6talad4 3341536 1 8e33040 ] 6cO&ran=divR& view=texi&node=42:3.0.1.1.11.4.6. 10&idno=42.
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Chairman HERGER. Mr. Marx, CMS has stated that the Medi-
care actuaries’ estimate that the current competitive bidding pro-
gram will save more than $25 billion over the next 10 years with
the Congressional Budget Office offering a figure in the same ball-
park over the same period, realizing that it is challenging the past
legislation that increases expenditures. What impact do you expect
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that the market pricing program that you support as a replacement
would have on Medicare expenditures?

Mr. MARX. Thank you for that question, Chairman Herger. The
MPP, Market Pricing Program, is designed to be budget neutral.
The Association and the industry supports a program that will
keep the same savings for Medicare and beneficiaries through that
10-year program, and we are prepared once we get the scoring to
make sure that it does reach that goal.

Chairman HERGER. If CBO were to come back with an estimate
showing that MPP would increase spending, would the industry be
willing to accept additional reductions to ensure that replacing
competitive bidding with MPP is budget neutral?

Mr. MARX. I would not expect that, but we are certainly open
to looking at any alternative to fix a flawed program that is going
to harm beneficiaries in the long run.

Chairman HERGER. Thank you.

Mr. Sale, your organization has focused on small suppliers and
as someone who comes from a small business background myself,
I certainly want to make sure that small businesses are able to
compete on a level playing field. Considering that CMS set a target
for small supplier participation to equal 30 percent, and both CMS
and GAO state that actual participation exceeds 50 percent, do you
believe that small suppliers are adequately represented in the com-
petitive bidding program?

Mr. SALE. Thank you for that question, sir. I have heard the
numbers 30 and 50, 51 percent thrown around today several times.
In looking at the Round 1 bidders, there are looked to be around
7,000 bidders. There were 350 or so winners. My membership is
comprised of about—well, of those 7,000 bidders, about 96 percent
of them are small businesses. So when you eliminate 90 percent of
7,000, you eliminate 6,300 small businesses. The 30 percent of the
350 that they were supposed to hit, they hit 50 percent. So you got
175 of that 350 are small businesses. The rest of larger. Just apply-
ing the percentages. It may not be totally accurate.

So the answer is the competitive bidding process leaves a vast
majority of small businesses outside of the Medicare program and
subsequently, reduces the competition in the marketplace to fright-
ening levels where service, access and innovation we believe will
suffer. How could it not?

Chairman HERGER. Thank you. Mr. Martis, I would expect a
supplier to be firmly in the camp that higher Medicare fee schedule
payment rates are strongly preferable. And I understand you have
experienced no significant problems with lower reimbursements
that resulted from the competitive bidding program. How was your
company able to continue operating while seeing significant reduc-
tions in Medicare payments?

Mr. MARTIS. Thank you, Chairman Herger. There are a number
of reasons for that. One of the reasons is with the method that
competitive bidding was structured, the very same issues that have
been brought up here have actually benefited us in higher volumes,
so higher volumes have, in fact, replaced the per-service reimburse-
ment reduction.

The second thing that we had to do at our company is, we had
to learn how to use technology, and how to become more efficient
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in our service provision. That does not mean that we, in any way,
decreased service provision to the beneficiary, or the quality of
services. It just meant using technology for greater efficiencies.

In fact, in some cases, Chairman Herger, we have increased the
provision of equipment to the patient, which has increased the
quality of care and has decreased our cost. For example, Dr. Price
was mentioning oxygen and PAP as life-saving care. And we have
now started to use portable concentrators. We have started to use
APAPs instead of just plain CPAPs, which is increasing the quality
to the patient, but decreasing our service costs.

Chairman HERGER. Thank you, Mr. Thompson is recognized.

Mr. THOMPSON. Thank you, Mr. Chairman, and thank you to
the witnesses for being here. Mr. Chiplin, the savings achieved
through competitive bidding, is certainly a preferable proposal than
one that would increase cost to beneficiaries, or erode the guaran-
teed benefits in my view. And I am pleased that this rebid seems
to be running much better than the original program, and I am
glad that beneficiaries are saving money.

My question to you is, if we went back to the—if we didn’t do
it this way, would we, in fact, raise cost to beneficiaries or erode
the Medicare guarantee, such as premiums support, increased cost-
sharing, and income-related premiums? And would you agree that
that would be the case, and would have a negative impact on the
beneficiaries?

Mr. CHIPLIN. Thank you, Mr. Thompson. In general, yes, I
think those are very serious areas of concern.

Mr. THOMPSON. Now, in your testimony before the Energy and
Commerce Subcommittee on Health in 2010, you noted that it was
difficult to find beneficiary-specific information on CMS’s Web site.
Is that correct?

Mr. CHIPLIN. Yes, sir.

Mr. THOMPSON. Has CMS addressed these problems?

Mr. CHIPLIN. Well, I did a little homework before coming over,
and it is still difficult to find, get to the information. Once you get
to the information, it is actually pretty good. It is a big scavenger
hunt. That is the term that I use for it. That is why I propose that
we have a special Web site that is dedicated to seniors, to bene-
ficiaries that really starts with their concerns and not just an add-
on to what we are dealing with with the suppliers. Because their
issues and concerns are different, although there are overlaps, but
they are basically different.

Mr. THOMPSON. So that would be your recommendation?

Mr. CHIPLIN. Yes, sir.

Mr. THOMPSON. How about, a lot of beneficiaries, Medicare
beneficiaries don’t have access to the Internet. How do you deal
with that universe?

Mr. CHIPLIN. Well, actually, the Medicare population is increas-
ing its access to the

Mr. THOMPSON. It is increasing, but it is not all there yet.

Mr. CHIPLIN. Is the not all there, but it is certainly on the up-
tick. I think that you have to educate beneficiaries in a variety of
ways. You have to use all kinds of media, written, word of mouth,
television, all kinds of things, and also an intergenerational edu-
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cation approach, because seniors rely on their family members and
children for basic information about all kinds of services.

Mr. THOMPSON. Mr. Marx, I would like to look at the esti-
mated costs of the market pricing proposal, and one of the key ele-
ments of your proposal would be higher payments using a clearing
price as opposed to the median price, and have you had this
scored? Has this been scored? Push the button.

Mr. MARX. The industry has had it scored, but not through CBO
yet. It is at CBO awaiting scoring.

Mr. THOMPSON. How is it that you assert that it would be rev-
enue neutral if you haven’t yet had it scored?

Mr. MARX. Well, there is an estimated increase in payments
going from the market price to the clearing price, but we are ex-
panding the universe of patients, which in Round 2, is going to af-
fect right now in somewhere in the 50 to 60 percent range, and our
program expands it to about 70 percent of the Nation, still main-
taining that rural exemption. So we are picking up a greater popu-
lation base at a slightly increased cost, which keeps businesses
afloat, and that 3, 4, 5 percent difference will make a difference
long-term.

Mr. THOMPSON. But the price would still be higher than under
the current program?

Mr. MARX. It will be higher for those in that 50 percent range.
It will be substantially lower for the 20 percent of the patients that
are added additionally.

Mr. THOMPSON. You had mentioned in your initial remarks
that—I think you said bids are not binding.

Mr. MARX. Currently, yes.

Mr. THOMPSON. Currently. I find that difficult to deal with,
and I, along with Mr. Sale, believe that once the bid is made and
it is accepted, the deal is the deal. And if it is a moving target, it
is extremely difficult to do business, and I would think that the
beneficiaries are on a little shaky ground as well as far as knowing
that they are—that their needs are going to be addressed. Is there
anything that you want to add to that nonbinding binding bid?

Mr. MARX. Not only are the bids not binding, March 30th, we
placed our bids for the Round 2 locations, and that period is from
July 1st, 2013, until June 30, 2016. So not only are the bids not
binding, the bids that we are submitting don’t even go into effect
for 15 months, and then they are in effect for 36 months after that.
And how do I estimate my costs for gasoline 4%2 years from now?
You can’t make a valid bid when you have that long a period be-
tween the time you placed the bid and the response you get back
from the seller.

Mr. THOMPSON. Thank you.

Chairman HERGER. Mr. Nunes is recognized.

Mr. NUNES. Thank you, Mr. Chairman. Mr. Wilson testified in
the last panel that essentially everything was going forward, work-
ing well, there were no problems and he disputed the letter from
the 200 economists who said that this program was not working
well and needed to be fixed, changed, in some way.

So who is right? The economists, or Mr. Wilson? We will start
with Mr. Marx and I will let you all answer.
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Mr. MARX. The economists did not say that the program is af-
fecting beneficiaries today. What they are saying is, the long-term
success of the program will ultimately decimate the industry, and
you will have an access issue down the road. The pricing that is
being used today is less than the best price submitted by half of
the providers. So how can they—if they are putting in their best
price, and the bid comes back lower than that, how can they main-
tain that long-term? That is the real issue. And when you only
have 6 percent of the population affected by it right now, there is
a lot of cost shifting and support from outside of the markets.

Mr. NUNES. What about the examples that we were, that some
of us gave to Mr. Wilson, and he disputed the data or seemed not
to be aware of the data, how we have reduced 90 percent in terms
of the numbers of suppliers. The data that we presented in the
questioning that the members of this panel presented to—of the
committee presented to the panel, are those, are you aware of these
numbers that 90 percent of the suppliers in many areas are basi-
cally not able to compete?

Mr. MARX. I am fully aware. That has been ameliorated a little
bit by the grandfathering position, which gradually, which allowed
existing patients to continue with their existing suppliers up till
January lst of this year. So that is just starting to kick in. Last
year existing patients were not disrupted, which was an appro-
priate decision from the beneficiary’s perspective, not forcing them
to change providers.

Mr. NUNES. Mr. Sale? Would you like to comment?

Mr. SALE. Yes, sir, thank you for the question. I have heard
both sides, and I think the economists are looking at the future
growth of the Medicare population, along with the trillions of dol-
lars in unfunded debt that our country is looking at. I think the
economists are looking forward and up. I think CMS is looking
backward and down at the performance of a program that has lots
of numbers that we don’t know about, and lots of data that we
can’t see.

Mr. NUNES. So I want to just to drill down this a little bit. So
the CBO number of $25 billion, you don’t believe that that savings
is going to be realized?

Mr. SALE. I believe that it is forced savings, if it is correct. I
tend to think they are inflated.

Mr. NUNES. Maybe meaning that there will be lack of coverage
at some point?

Mr. SALE. Well, I don’t see how, when you eliminate 90, or 95
percent in your example, of the competitors in the marketplace you
can’t—you eliminate competition subsequently in every economic
example I have seen. Prices go up in such an environment. So yes,
I think it is unsustainable. Since the program seems to be
unsustainable, certainly the savings would be, I think, overstated,
yes.

Mr. NUNES. Okay, Mr. Martis.

Mr. MARTIS. Thank you, Congressman. While I cannot speak to
the numbers of the economists, I can speak to what CMS has done
with this program. So I would say I think CMS, or since you asked,
Mr. Wilson, I think is correct. It has been said that we are deplet-
ing competition. We are not depleting competition. While there are
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reduced number of providers, the providers that remain are ade-
quately able to take care of the demand and we are also aware of
the numbers of participants or beneficiaries that are expected into
this system.

I think CMS has done a very good job at deciding what a com-
pany’s capacity in actuality can be. They had conflicting mandates.
I mean, on one hand, we are saying we will give them choice, or
we have to give a patient a beneficiary choice; on the other, we are
saying, well, we have to also do a bid. In normal bids, the lowest
price wins as long as they have a certain accepted quality, and they
have a certain accepted capacity. But here we have a number of
different providers. I don’t believe if we allow every single provider
back in, and we reduce costs, I don’t believe it is sustainable. I be-
lieve it sustainable as it stands today. I think CMS has designed
the best program they could within the mandates that they have
been given.

Mr. NUNES. Okay, thank you, Mr. Martis. My time is expired.
Thank you, Mr. Chairman.

Chairman HERGER. Dr. Price is recognized.

Mr. PRICE. Thank you, Mr. Chairman. Mr. Sale, I just want to
commend you for what I think was probably the most eloquent de-
scription of the lack of competition in competitive bidding. I think
we will probably replay that over and over and over. Mr. Martis,
I am struck by your last comment. Do you believe it is the role of
t}ﬁe F?ederal Government to determine how many providers are out
there?

Mr. MARTIS. No, sir, I

Mr. PRICE. You just said that the number of providers that CMS
has determined are an adequate number, so I—is my conclusion
correct that you believe it is CMS’s role to determine how many
providers are out there?

Mr. MARTIS. No, sir, I think it is CMS’s role to reduce expenses
to beneficiaries, to keep the program viable for the beneficiary, and
for the DME dealer, and to ensure a certain amount of quality and
access to care. I believe they have done that.

Mr. PRICE. And I guess that is my concern, that CMS, a certain
amount of quality, which is what I heard you and what I hear CMS
talking about all the time. But it may not be the level of quality
that the patients desire or want.

Mr. Marx, I was struck by CMS’s comment that there were, and
kind of offhand comment, that there were some suppliers who
“didn’t meet the terms of the contract.” What does that mean to pa-
tients when somebody doesn’t meet the terms of a contract?

Mr. MARX. My guess would be that

Mr. PRICE. Want to turn your mic on please.

Mr. MARX. My assumption would mean that they are not pro-
viding the service to the patients that they contracted to provide.

Mr. PRICE. What does that mean?

Mr. MARX. I don’t know what Mr. Wilson meant, whether a pa-
tient called and asked for a service, and it was too late in the day
to provide it, or it was in an outlying area. Those could be areas
where the provider let the patient down.

Mr. PRICE. And the service might be a hospital bed, or a walker,
or a cane, but it might be an oxygen supply.
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Mr. MARX. Oh, it could be oxygen. It would be CPAP. It could
be life-sustaining items.

Mr. PRICE. Life-sustaining items?

Mr. MARX. Yes.

Mr. PRICE. So when CMS selects suppliers who don’t necessarily
meet “the terms of the contract,” that could be life-threatening to
patient?

Mr. MARX. Yes, it would be life-threatening.

Mr. PRICE. I am impressed by this MPP, the Market Pricing
Program that has been proposed that you all have proposed, be-
cause I think that it gets to the same level of savings in a way that
provides much more efficient and higher quality, and more respon-
sive care to patients as well as continuing to allow for innovation.
Would you take a little time and just describe the Market Pricing
Program for us?

Mr. MARX. The Market Pricing Program is an auction program
run by auction experts. It is proposed to be run electronically
through an iterative process that reduces the pricing down to a
true cost to do business. It is competitive. It allows multiple con-
tracted providers, and it requires that if you want to bid, you have
to be viable, you have to have a bid bond, a performance guarantee.
If you bid it, and the pricing is above your bid, you will contract
or forfeit your bid bond.

It makes a fair pricing program, but it also preserves the choice
of consumers. It keeps a larger population of local providers. It re-
duces the size of the bid area, whereas in an area of Cincinnati,
there are three States the provider must serve to serve patients in
that contract: Ohio, Kentucky and Indiana. They are all part of
that competitive bid area, and for a small provider to be licensed
in three States and meet three States’ regulations and a territory
that could amount to 80 or 100 miles across, it is very difficult.

The MPP reduces the size of the markets so that local providers
can serve their local community as they have done for years.

Mr. PRICE. So by exclusion of the small local providers CMS, by
design of their program, CMS is, in essence, decreasing the respon-
siveness and the ability for patients to receive the care that they
received in the past. Would you agree with that statement?

Mr. MARX. I do.

Mr. PRICE. Thank you, Mr. Chairman.

Chairman HERGER. Thank you. Mr. Tiberi is recognized.

Mr. TIBERI. Thank you, and thank you for allowing me to be
here today, Mr. Chairman, to participate in this hearing. Mr. Marx,
do you believe that allowing bids to be nonbinding encourages low-
balling?

Mr. MARTIS. Congressman, if a provider would like to low-ball,
yes, the answer is yes, it could. I don’t know whether it encourages
low-balling, but a submission of a low-ball bid is possible. However,
my understanding of what CMS did in this bid process, is they took
out the outlier bids, the highest and the lowest, and tried to come
to a median bid on the remainder.

My own personal experience, what we did with our company, is,
as I stated before, for the majority of the bids, or actually all of the
bids, except for oxygen, where we were dead-on. For all of the other
bids, we are .05 percent away from the current allowed amount. So
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I don’t see why providers would low-ball the bid to a level where
they know they can’t provide service.

Mr. TIBERI. Did you enter into all contracts that you were
awarded?

Mr. MARTIS. Did we enter all contracts that we were awarded,
sir? Yes, we did.

Mr. TIBERI. Were the payment amounts adequate to cover the
project categories that you talked about that you were involved in?

Mr. MARTIS. We believed so, because as I said, Congressman,
we were .05 percent away from the allowed amount, so yes.

Mr. TIBERI. Do you plan on participating into Round 2, and if
so, like areas like Columbus, Ohio?

Mr. MARTIS. We do, yes, sir.

Mr. TIBERI. So you plan on participating?

Mr. MARTIS. Yes, sir.

Mr. TIBERI. Mr. Sale, you talked about this process of Market
Pricing Program, or this new proposal. Would it have similar ef-
fec‘E)s on reducing expenditures and beneficiary costs in your opin-
ion?

Mr. SALE. Would it have effects on reducing what, sir?

Mr. TIBERI. Beneficiary cost, and cost to Medicare’s over all ex-
penditures that CMS argues their current process does?

Mr. SALE. I certainly think it would reduce the expenditures
from where they are now, and I think 20 percent of that is going
to reduce and save beneficiaries. I would like to say, though, that
the 20 percent coinsurance that is left after Medicare has paid its
80 percent, generally is paid by insurance companies. We talk
about beneficiary savings, but 89 percent of my patient population
that is Medicare, has a coinsurance; some through, you know, any
other the Anthems the AARPs. So they pay a monthly premium
to someone to cover that $17 billion.

So I would like to nullify the fact that these are really bene-
ficiary savings. In many cases, these are insurance savings, and if
ﬁou put that into context, the answer is both numbers will go

own, yes

Mr. TIBERI. Thank you, you mentioned something that I don’t
know if you were in the room when I was questioning Mr. Wilson,
but I asked him with respect to the current process, did he believe
that you would have—the current process would force fewer sup-
pliers ultimately, sooner but certainly later, fewer suppliers in the
business and then ultimately, we would have more beneficiaries?
Everyone knows that we are going to have more beneficiaries,
fewer suppliers. Would that lead to increased costs ultimately? He
said no. Can you comment further on that based upon what you
already said?

Mr. SALE. Well, I am not.

Mr. TIBERI. Why you believe that there will be fewer suppliers
under the current system?

Mr. SALE. Several reasons. First of all, this program as it is de-
signed, has been in play a year. And already, 40 percent of those
who submitted bids that are in bid areas that didn’t get them, 40
percent of those businesses are going out of business.

I have brought letters with me from people in CBAs. One com-
pany in particular that was almost 30 years old, they were left out
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of the Medicare system. And when their patients were moved over,
they went out of business. And it is not unusual to see those busi-
nesses fall in the process that is happening now.

As the prices go down and the incentives to improve service and
access are decreased, I believe service and access will decrease.
And as businesses go out of business, and the 3-year contracts run
on, when the rebid comes, there will be fewer and fewer people to
bid, and subsequently, bids will go up. It is a supply/demand axiom
that is pure, is true in every area.

Mr. TIBERI. Thank you, Mr. Chairman, for indulging me and al-
lowing me to go over. If I can just ask the chairman if we could
ask both the—Mr. Sale’s association, and Mr. Marx’s association to
provide some additional information regarding the number of folks
who have gone out of business, because that is in direct conflict to
what Mr. Wilson said.

Chairman HERGER. Without objection, if you would supply the
committee with that information, we would appreciate it. Certainly.

Mr. SALE. Yes, sir.

Chairman HERGER. Thank you. Mr. Stark is recognized.

Mr. STARK. Thank you, Mr. Chairman, and I thank the panel
for their informative testimony. My concern is that outside of the
fact that I get more emails from the Scooter Store than I do from
Viagra telling me that I can have the scooter free, and Medicare
will pay for it, the small supplier who doesn’t bid is pretty much
put out of business by the person who wins the bid. I don’t see that
that is particularly fair.

I guess, to cut to the chase, I would suggest, and I would ask Mr.
Chiplin if there would be any real problem? We do it in most other
things that we just set through negotiation or comparative shop-
ping, set a price. This is what we will pay for oxygen. I don’t know
that I would want to pay any more than a welding shop does, but
the same guy delivers the oxygen to the welding shop as to grand-
ma. I see absolutely no difference there.

It has to be there at a certain time. They don’t want to let them
run out. A tank is a tank. They are all standard. There are only
a couple of suppliers of oxygen tanks. They are all alike. And I pre-
sume they are all priced the same. Perhaps they are made in dif-
ferent parts of the country for shipping reasons, so why wouldn’t
it be possible for the government to set a price? And then anybody
who chooses to provide the equipment or the service can do it?

Mr. CHIPLIN. Well, thank you, Mr. Stark. In general, there are
many ways that you could have designed the program, and
achieved the similar kind of goal. I think what you have rec-
ommended should be explored. The bottom line for the beneficiary
community is that they are able to get the services that they need,
timely, and in the sufficient amount and quality.

Mr. STARK. All of these products, it seems to me, are something
I could go to the medical supply store and buy.

Mr. CHIPLIN. Yes, sir.

Mr. STARK. And so why should a Medicare beneficiary, or my-
self, or anybody else have anything different? If we go out and the
government goes out to buy a pickup truck, we set a price. And
then if you want to deal, if you are a local agency with a local Ford
dealer, Chevy dealer go ahead, wherever you happen to like the
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service. Same thing is true of Star Wars or nuclear weapons. We
don’t have to put those out to bid. We don’t have a lot of suppliers
for them, but——

Mr. CHIPLIN. It I think what you are

Mr. STARK. [continuing]. But what we have in particularly
small suppliers, who are apt to, you know, the Scooter Store guys
go around and get the bid in the community, and then they sub-
contract through the local person and skim off the top. I don’t know
why we should have to continue that. Is there any good reason?

Mr. CHIPLIN. Not to my knowledge, sir.

Mr. STARK. Anybody else think of any reason why we shouldn’t
just set a price, and if you want to sell at the price, fine.

Mr. SALE. My I respond?

Mr. STARK. Sure.

Mr. SALE. Thank you for the question, Congressman Stark. I
hear intermittently as we are talking about the services that Medi-
care offers under the DME benefit, and I would like to clear up,
there are no services paid for under the DME benefit. It is only
equipment, one. Two, when we are paid, we are only paid for the
equipment, but the list of things that we must do in order to get
paid continues to grow through the years as CMS has added re-
quirement after requirement after requirement.

Mr. STARK. You buy a jet fighter, you are paying for the jet and
not all of the fussing, so——

Mr. SALE. That is true. You pay for the jet and the building and
the labor that goes into it. You don’t pay anything for—you have
an oxygen machine delivered, they don’t pay anything for the on-
call, the 24/7 on-call. They don’t pay anything for the billing re-
quirements.

Mr. STARK. Why should they? That is part of the service, for
heaven’s sakes. I mean, come on.

Mr. SALE. They don’t pay for service.

Mr. STARK. McDonald’s is there 24/7. I don’t pay any more for
the hamburger at midnight than I do at noon.

Mr. SALE. We are an emergency service, and the calculations
that they have put in place for reimbursing oxygen, and CPAPsS,
are based only on the cost of the equipment.

Mr. STARK. Fine.

Mr. SALE. They don’t include the service. We have to put that
in, that is the small business’ investment in its community and in
the patient care.

Mr. STARK. Right. And why should anybody be excluded?

Mr. SALE. Well, we have to supply that, otherwise you could go
to an Internet and get what you wanted.

Mr. STARK. That is even better.

Mr. SALE. But they can’t bill Medicare. They don’t meet the re-
quirements that are

Mr. STARK. If it is at a price, I mean, all of this mumbo jumbo
about bidding is nonsense. Government could set a price, and any-
body that could provide it would. That is how it should work.

Mr. SALE. And I think that is the way it was. They were admin-
istratively set for years, and then Congress came up with the idea
to see if we could drive the cost down a little bit through competi-
tion. And competition is fine. We don’t mind competition. We just
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want fair competition, and if you are going to have a bidding proc-
ess, we would like to have competition as one of the factors of it.

Mr. STARK. I say, let’s do away with the bidding process. Set a
price.

Mr. SALE. Really, we should do away with the CMS process that
is cumbersome and time-consuming and takes years and years and
years; put an MPP plan in place that could be done in 6 months,
and rebid it every 2 years so that we can be sustainable for decades
to come.

Mr. STARK. Well, we are not here in the business to sustain
your business for decades to come. That is hardly competitive.

Mr. SALE. No, I have 78 million baby-boomers coming and aging
is a disabling process.

Mr. STARK. I don’t care.

Mr. SALE. We are planning for that.

Mr. STARK. Okay. Thank you, Mr. Chairman.

Chairman HERGER. Thank you, and it would be nice if we could
set a price. Maybe set it a little bit above free, but how do we know
what that price is? I think that is what the question is. How do
we know what the price is, and I think the success of this great
Nation of ours is the free enterprise system where the marketplace
has set what that price is. And I think that is what really the pur-
pose of our hearing is today, to how do we get the lowest price that
we can have and still sustain the quality that we need.

With that, I want to thank each of our witnesses for your testi-
mony today. Hearing such a range of perspectives has been helpful
to the subcommittee. It is important for members to understand
the impact that competitive bidding has on beneficiaries, suppliers,
and Medicare expenditures. Since it would not be prudent, or via-
ble to simply return to the often, excessive payment rates of the old
DME fee schedule, I want to commend the supplier industry for of-
fering an alternative that is based on competition and aims to set
prices using market forces.

The subcommittee will carefully consider all of this information.
It is my hope that the Congressional Budget Office will soon inform
us as to the spending implications of moving to such a proposal. As
a reminder, any member wishing to submit a question for the
record will have 14 days to do so. If any questions are submitted,
I ask that the witnesses respond in a timely manner. With that,
the subcommittee is adjourned.

[Whereupon, at 11:32 a.m., the subcommittee was adjourned.]
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Hearing on the Medicare Durable Medical Equipment Competitive Bidding Program

Question:

Answer:

Question:

Answer:

May 9, 2012

Questions for the Record for
Laurence Wilson, Centers for Medicare and Medicaid Services

Chairman Herger

Onc of the criticisms raised by suppliers during the initial Round 1 was that
a 26 percent reduction in reimbursements wouldn’t be sustainable.
However, when suppliers rebid Round 1, the median winning bids were even
lower, representing between 32 and 35 savings, on average. Can you explain
why the rebid produced greater savings? Does CMS expect this trend to
continue in Round 2?

CMS has not specifically investigated why the Round 1 Rebid resulted in greater
savings than the initial Round 1 and has not yet completed bid evaluation for
Round 2. However, the Department of Health and Human Services’ Office of
Inspector General, the Government Accountability Office, and other independent
analysts have repeatedly warned' that the fee schedule prices paid by Medicare
for many DMEPOS items are excessive, as much as three or four times the retail
prices and amounts paid by commercial insurers or customers who purchase these
items on their own. The competitive bidding program single payment amounts
arc based on supplicrs’ bids that have been carcfully sereened and evaluated to
ensure that they are bona fide (rational and feasible). CMS’ real-time claims
monitoring program and subsequent follow-up have shown that beneficiaries’
access to necessary and appropriate items and supplies has been preserved. This
would indicate that the payment amounts established through the competition are
sustainable.

A concern frequently expressed is that winning suppliers may sign a contract
with CMS with the expectation that it fulfill a certain amount of capacity
within a market only sit on its hands and not supply the product. How many
of the 356 suppliers have failed to supply even a single item? Has CMS
tracked the expected market share identified in suppliers’ bids against actual
market share in the Round 1 re-bid?

The capacity estimates in a supplier’s bid represent the maximum number of
items the supplier estimates it could furnish annually throughout a competitive

! See, for example, Comparison of Prices for Negative Pressure Wound Therapy Pumps, OE1-02-07-00660,
March 2009; Power Wheelchairs in the Medicare Program: Supplier Acquisition Costs and Services, OEI-04-07-
00400, August 2009; Medicare Home Oxygen Equipment: Cost and Servicing, OEI-09-04-00420, Scptember

2006.
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bidding area (CBA) if awarded a contract. CMS validates these capacity
estimates during the bid evaluation process and awards contracts to more than
enough suppliers to meet beneficiary demand. The competitive bidding program
contracts require each contract supplier to furnish items in its contract to any
beneficiary who lives in or visits the competitive bidding area and requcsts those
items from the contract supplier. Because of statutory requirements that
guarantee beneficiary choice, beneficiaries may choose to obtain their items from
any contract supplier. Therefore, competitive bidding program contracts do not
guarantee any set volume of business, and contract suppliers must compete based
on customer service and quality to gain market share. Thus, a contract supplier
that furnishes items in its contract to any beneficiary who lives in or visits the
CBA who requests them is in compliance with competitive bidding program rules
even if that supplier has not furnished the maximum number of items in its bid.
Contract suppliers can also furnish more than the maximum number of items in
their bids. It is important to stress that CMS’ real-time claims monitoring and
subsequent follow up has indicated that beneficiaries’ access to necessary and
appropriate items and supplies has been preserved.

Twelve contract suppliers that have contracts only for the group 2 complex
rehabilitative power wheelchair product category did not furnish any items in
their contracts during 2011. CMS was required by law to bid this product
category in the Round 1 Rebid, but the vast majority of beneficiaries who need
complex rehabilitative power wheelchairs use group 3 or higher power
wheelchairs, not group 2. Because of very low demand and low savings potential
for these items, this product category was not included in the current Round 2
competition.

Thirteen suppliers that have contracts for other product categories did not furnish
any items in their contracts during 2011. This is less than 4 percent of the 356
contract suppliers. CMS recently conducted secret shopping for these 13
suppliers and confirmed that most of them are prepared to meet their contractual
obligations. CMS will take enforcement action against any supplier that is
determined to be in breach of its contract.

We note that CMS has terminated the contracts of a few suppliers; some of these
suppliers may not have furnished contract items before termination.

T understand that many in the supplier industry are touting an analysis of
claims information for the first nine months of 2011 showing beneficiary
access problems and adverse outcomes. How do you respond to criticisms
that this data analysis contradicts CMS’ assertion that the program isn’t
harming beneficiaries?

CMS is aware of a January 20, 2012 paper that claims to have found evidence of
beneficiary access problems in the Round | Rebid competitive bidding areas. The
paper contains strikingly inaccurate results because it uses technically flawed
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analysis; the actual results described in CMS and GAO testimony are significantly
different. Here are examples of some of the deficiencies that caused the
inaccurate conclusions in the paper:

* It assumes that the pre-competitive bidding market is optimal and should
be preserved when in reality there have been numerous reports
documenting problems with fraud and overutilization in the Medicare
durable medical equipment, prosthetics, orthotics, and supplies
(DMEPOS) sector.

* It improperly analyzes claims data by:

o failing to consider claims lag (the widespread practice of waiting to
submit claims for a period of time (up to 12 months) after items are
furnished) and thereby greatly underestimating the number of
items furnished since the program began;

o counting claim lines (which can each include a varying number of
items) instead of allowed services;

o failing to make any adjustments to consider typical DMEPOS
billing patterns (i.e., more claims toward the end of the year after
beneficiaries have met their deductible); and

o using date of claims receipt to establish baseline utilization but
switching to date of service for 2011 (not comparing “apples to
apples”).

Together, these mistakes resulted in extremely inaccurate volume
estimates.

¢ It misrepresents the health status outcomes data that is available on the
CMS website in the following ways:

o Itlooks only at data from competitive bidding areas and ignores
comparator areas.

o It does not examine historical trends where the CMS data track
trends for four years.

o It relies on incorrect assumptions about the equipment needs of
beneficiaries being tracked in the monitoring data. Specifically, it
incorrectly assumes that all people with a diagnosis that makes it
likely that they may need competitively bid equipment actually do
need the equipment. It also assumes that anyone who has not
submitted a claim for the equipment is still in need of the
equipment (beneficiaries may have received equipment
unnecessarily or have been victims of fraud). Further, it assumes
that beneficiaries who have not submitted a claim for an item are
not using the item, but data show that beneficiaries had months of
oversupply of certain items?. It builds on these mistakes by

2 CMS’s monitoring revealed declines in the use of mail-order diabetes test strips and continuous positive airway
pressure (CPAP) supplies in the competitive bidding areas. In response to these declines, CMS initiated three rounds
of calls to users of these supplies in the nine competitive areas, two rounds of calls for users of mail-order diabetes
test strips and one round of calis to users of CPAP supplies. In each round, CMS staft randomly identified 100
beneficiaries who used the items before the program began but had no claims for the items in 2011. The calls
revealed that in virtually every case, the beneficiary reported having more than enough supplies on hand, often
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assuming that any negative health outcomes for beneficiaries who

are not using the equipment result from lack of use.
In fact, the health status outcomes data, which are posted on the CMS
website at http://www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/DMEPOSCompetitiveBid/Monitoring.html, have consistently
shown that the trends in competitive bidding areas are consistent with
trends in comparison areas. No changes in health status outcomes
resulting from the competitive bidding program have been observed to
date.

Question: ‘What factors went into CMS’ decision to select the nine geographic areas
that would first be subjected to competitive bidding? Do you think the prior
spending levels in these areas may have had something to do with the
decreased utilization in these MSAs once competitive bidding was
implemented?

Answer: The statute originally required that competition under the program begin in 10 of
the largest Metropolitan Statistical Areas (MSAs) in 2007. The competitive
bidding program regulations required a formula-driven methodology for selecting
these MSAs. From the MSAs with the largest total populations, we identified the
MSASs with the highest Medicare allowed charges for DMEPOS items. We scored
these MSAs using criteria that equally weighed the allowed charges per
beneficiary and the number of suppliers per beneficiary for an area. In selecting
the MSAs for 2007, we excluded the largest MSA areas based on population
(New York City, NY; Los Angeles, CA; Chicago, IL) to allow us to gain more
experience with competitive bidding programs before we included these areas.
We also excluded MSA areas that span more than one of the Durable Medical
Equipment Medicare Administrative Contractors (DME MACs). The Medicare
Improvements for Patients and Providers Act of 2008 required the Round 1 Rebid
competition to occur in the same areas as the original Round 1 except for San
Juan, Puerto Rico.

The nine competitive bidding areas were among the most fraud-prone areas, with
aberrant claims volume prior to selection of the competitive bidding areas as
shown in the following table:

Comparison of Allowed Charges in
Competitive Bidding Areas vs. Non Competitive Bidding Areas (2005)

MSA FFS Pop | Allowed Charges | $/bene
Miami* 517,370 $221,660,443 | $428.44
Dallas* 470,562 $139,910,862 | $297.33

multiple months” worth, and therefore did not need to obtain additional supplies when the program began. This
would suggest that beneficiaries received excessive replacement supplies before they became medically necessary.
CMS concludes that the competitive bidding program may have curbed inappropriate distribution of these supplies
that was occurring prior to implementation.
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Riverside* 239,486 $52,910,209 | $220.93
Chicago 1,085,254 $173,922,952 | $160.26
Philadelphia 639,753 $97,487,063 | $152.38
San Francisco 357,207 $45,565,320 | $127.56

*Competitive Bidding Area

We believe that the implementation of the competitive bidding program has
curbed inappropriate distribution of certain competitively bid items and that it
helps prevent fraud and abuse.

The agency indicates that beneficiaries continue to have access to needed
products under competitive bidding and that they are not experiencing
adverse health outcomes. Understanding how beneficiaries feel about their
experience is also an important consideration. Can you describe what CMS
has found in its effort to assess beneficiary satisfaction?

CMS conducted beneficiary satisfaction surveys in the Round 1 Rebid areas and
comparison areas. The survey collected beneficiary satisfaction ratings for six
issues: the beneficiary’s initial interaction with the supplier, the training received
regarding the item, the delivery of the item, the quality of the item provided by
the supplier, the customer service provided by the supplier, and the supplier’s
overall complaint handling. Based on the survey results, the vast majority of
beneficiaries (over 85 percent) in both competitive bidding areas and comparison
areas are pleased with the quality of items and services. There were minor
fluctuations in survey results in both competitive bidding areas and comparison
areas before and after January 1, 2011, but we do not believe these are significant.

In its review of the beneficiary survey results, the GAO confirmed CMS” finding
that the survey did not show issues with beneficiary satisfaction. Here are the
GAOQ’s findings™:

CMS’s beneficiary satisfaction survey did not reveal systemic
beneficiary access or satisfaction problems with CBP. For all six
questions in the competitive bidding areas, approximately 67 percent
of beneficiaries reported their services as being “very good”.
Beneficiaries in competitive bidding areas rated as “good” or “very
good” their initial interaction with the DME supplier (89 percent), the
training received (86 percent), delivery (91 percent), quality (90
percent), customer service (88 percent), and complaint handling (84
percent). Results within competitive bidding areas show a drop of one
to three percentage points on each of the six questions from pre-
implementation to post-implementation. Beneficiaries in the

* Review of the First Year of CMS’s Durable Medical Equipment Competitive Bidding Program’s Round 1 Rebid,

GAO-12-693
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comparison markets rated their experiences similarly to those in
competitive bidding markets: these beneficiaries rated as “good” or
“very good” their initial interaction with the DME supplier (93
percent), the training received (89 percent), delivery (93 percent),
quality (93 percent), customer service (91 percent), and complaint
handling (88 percent).

The supplier industry is advocating for a “clearing price” reimbursement
instead of the current “median bid price” structure. It seems to me that
CMS has the authority to make this change. Has CMS considered such an
approach and, if so, what did it conclude?

It is very important to stress that the competitive bidding program has been
carefully designed and balanced to ensure a sustainable program that achieves
savings and preserves beneficiary access and choice. For example, the program’s
method for estimating beneficiary demand results in a generous “cushion” of
excess supplier capacity. The generous demand results in the selection of a larger
number of winning suppliers than if demand were set more conservatively. In
turn, the number of winning suppliers has a direct impact on the calculation of the
single payment amounts. Any change to the pricing methodology would require
reconsideration of the demand estimation methodology and other interconnected
policies.

The competitive bidding program conducts bidding by product category rather
than by individual item. CMS adopted this approach for many reasons, including
beneficiary convenience and supplier business viability. Although bidding is by
product category, the statute requires a single payment amount for each item
based on bids submitted and accepted for that item. CMS uses a composite bid
(the sum of a supplier’s weighted bids within a product category) for purposes of
determining the winning suppliers and then determines the price for each item
using the median bid of the winners. The bidder with the “market clearing”
composite bid may have high or low bids for individual items.

CMS considered the use of the maximum winning bid to set the price for each
item during notice and comment rulemaking. We were concerned about using the
maximum bid for each item because this approach would have led to program
payment amounts that were higher than necessary. In contrast, use of the median
takes into consideration all bids submitted and accepted and not just the highest
and lowest bids. The median is not influenced by outliers at the extremes of a
data set. For this reason, the median is often used when there are a few extreme
values that could distort what might be considered typical.

We recognized the need to ensure that all bids are rational and feasible, so we
screen and evaluate all bids to make sure they are bona fide. If necessary, CMS
requires bidders to submit supporting documentation (e.g., invoices and
rationales) to prove that they can furnish items with very low bid amounts. Any
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bids that are not bona fide are disqualified and are not used in the single payment
amount calculations. We believe the median of the accepted bids represents a
reasonable payment amount that does not favor large or small suppliers.

We note that 92 percent of suppliers offered contracts in the Round 1 Rebid
accepted the contracts, and CMS had no difficulty in executing contracts with
enough contract suppliers to meet beneficiary demand.

CMS combined very different types of equipment into a single General Home
Equipment product category in the Round 1 Recompete. This appears
contrary to CMS regulations that say a product category will include related
items used to treat similar medical conditions.

In the General Home Equipment category, TENS equipment and supplies
are the only products that treat pain. The way the category is configured,
however, a TENS manufacturer cannot bid to supply TENS equipment
unless it also provides more than 60 other products that have nothing to do
with pain care.

Why did CMS make this change? Will CMS work with stakeholders to
rework the proposed product categories to separate distinct products
treating different medical conditions into separate product categories?

CMS meets frequently with stakeholders interested in the competitive bidding
program to understand their concerns and perspectives. CMS selected the Round
1 Recompete product categories after consideration of feedback from suppliers
and referral agents and analysis of our statutory mandate to phase in bidding for
additional DMEPOS items. We believe these product categories will be
beneficial for suppliers and beneficiaries. Some suppliers in the Round 1 Rebid
expressed concerns about winning in one product category and not another.
Including several related products in one product category addresses this concern
for suppliers. Larger, more consolidated product categories will promote one-stop
shopping for beneficiaries, simplify the referral process and enhance the
opportunities for winning suppliers. Furthermore, we note that CMS is required
to continue to phase in bidding for DMEPOS items that are subject to competitive
bidding. We believe that phasing in numerous, separate product categories for
lower volume items would make the program overly complicated and could lead
to non-viable competitions, particularly in smaller competitive bidding areas.
Certain stakeholders have contacted CMS to express concern about some of the
Round 1 Recompete product categories. CMS met with these stakeholders and is
looking into their concerns.

What is the status of the CMS effort to collect and make available
information on the products, brands, and quantity of items that contract
suppliers provide to beneficiaries in the competitive bidding areas? My
understanding is that CMS requires contract suppliers to submit this “Form
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C” data quarterly and that it was to be used by beneficiaries, Medicare
customer service representatives, and referral sources to help patients get
needed DME.

All contract suppliers must update the brands that they are providing on a
quarterly basis on a report called “Form C.” This information is being collected to
assist beneficiaries, Medicare customer services representatives, and referral
agents and is available on the supplier locator tool at www.medicare.gov/supplier
or by calling 1-800-MEDICARE [(800) 633-4227].

We note that Form C also originally collected the approximate number of each
brand of competitively bid item furnished to beneficiaries during the previous
quarter. This information was intended to help CMS monitor the program.
However, after analysis of the first two quarterly submissions and reviewing
contract supplier feedback, CMS determined that the information could not be
used to monitor the program and was very burdensome for contract suppliers.
More importantly, CMS implemented a comprehensive monitoring system,
including real-time claims analysis which effectively measures beneficiary health
status outcomes and access.

1t seems to me that it would be more equitable if CMS could calculate the
median single price payment amount by using only the bids of the
contractors who actually end up signing a contract. This would require the
agency to adjust the announced single price after all of the contracts were
signed, but it seems feasible. What does the agency think about this
approach?

CMS carefully screens and evaluates bids to ensure that they are bona fide
(rational and feasible) before determining the single payment amounts and
offering contracts. Since only bona fide bids from qualified suppliers are
included in the array of bids used to set prices, recalculating payment amounts
based on contract rejections would not improve the validity of the single payment
amounts. Additionally, 92 percent of suppliers that were offered contracts
accepted those contracts. CMS analyzed the bid amounts for the most commonly
used items in each product category from suppliers that chose not to accept any
contract and found that approximately the same number of bids were above and
below the single payment amounts. Such results indicate the single payment
amounts are set at an appropriate level based on the bids received during the
Round 1 Rebid.

CMS also has some concerns about the administrative feasibility of this reverse-
contracting approach because it could require multiple iterative rounds of contract
negotiations. We also note that suppliers may be unwilling to accept new
contract offers if the prices go down as a result of an adjustment.
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CMS has stated that it adjusts the market capacity in supplier bids. What
are the circumstances in which the agency makes such adjustments and does
the agency use consistent guidelines in making these determinations?

CMS has issued a fact sheet that explains the process for review of supplier
capacity and expansion plans. The fact sheet is available on the Competitive
Bidding Implementation Contractor website at the following link:
http://www.dmecompetitivebid.com/Palmetto/Chicrd2 Nst/files/R2 Fact Sheet
Capacity_and_Expansion_Plan.pdf/SFile/R2_Fact_Sheet Capacity_and_Expansi
on_ Plan.pdf.
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Committee on Ways and Means
Subcommittee on Health
Hearing on the Medicare Durable Medical Equipment Competitive Bidding Program
May 9, 2012

Questions for the Record for
Laurence Wilson, Centers for Medicare and Medicaid Services

Mr. Price

The release of additional information regarding Round 1 of the DME competitive bidding
program is necessary in order for Congress to fully evaluate this program and assess the
validity of the structural concerns raised by so many experts. CMS should provide the
House Ways and Means Health Subcommittee with the following information:
1. Provide the charts with the data appended that track the utilization for each
DME competitive bidding product category, from 2008 to present, for each
Competitive Bid Area (CBA) and its comparator city. Provide a full set of
charts as follows for each product category:
A.Percent of the Access Group (e.g. Cardio-Pulmonary Narrow,
Diabetic, Sleep Disorders, a set for each one) purchasing or renting
(the product category, such as Oxygen, Mail Order Diabetes Supplies,
CPAP, etc.);
B. Percent of the Medicare A/B fee for service (FFS) population
purchasing or renting (a set for each product category); and
C. A set of graphs for each of the above that reflects, in total, all CBAs
and comparator cities combined.

Answer: CMS has a strong commitment to ensuring that beneficiaries have continued
access to quality equipment under the program. For this reason, we developed a
comprehensive monitoring system to assess access and health outcomes in near real time.
We monitor over 3,400 data points to ensure that Medicare beneficiaries who use a
competitively bid item and those who have conditions that may warrant use of a
competitively bid item have continued access and do not suffer adverse health outcomes
as a result of the competitive bidding program. Charts that show program results are
regularly updated and posted on the CMS website at:
http://www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/DMEPOSCompetitiveBid/Monitoring. htiml. These charts are based on 100
percent of Medicare claims and provide valid and reliable data about beneficiary health
status outcomes, control for broader trends, and would indicate if beneficiary access or
quality had been threatened. The health status health outcomes being monitored include
events such as deaths, hospitalizations, emergency room visits, physician visits,
admissions to skilled nursing facilities, average number of days spent hospitalized in a
month, and average number of days in a skilled nursing facility in a month. As shown in
the charts, fluctuations in outcomes match closely in competitive bidding areas and
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comparison areas both before and after the start of the competitive bidding program.
Historic seasonal trends also continue to be reflected. There have been no changes in
beneficiary health status outcomes resulting from the competitive bidding program
observed to date.

Comparing trends in claims utilization data alone before and after the program began
may not provide a valid and reliable way to measure the impact of the competitive
bidding program because the number of claims does not necessarily provide a reliable
measure of the number of medically necessary items furnished to Medicare beneficiaries.
For years, the Office of Inspector General has issued reports finding frequent, widespread
problems in the DMEPOS industry like claims for services to deceased beneficiaries and
claims for excessive or duplicate services. CMS has been working hard to combat fraud
and has also been taking steps to reduce the very high claims error rate in the DMEPOS
arena; however, many claims for fraudulent or unnecessary services have been paid.
Comparisons of 2011-2012 claims data to previous years could mislead observers
because they have not been controlled for effects such as expansion of targeted anti-fraud
efforts.

To ensure that beneficiaries continue to have access to all needed DMEPOS items, CMS
has taken the precautionary step of directly contacting beneficiaries in competitive
bidding areas who had claims for mail order diabetes test strips and continuous positive
airway pressure (CPAP) supplies before but not after program implementation. Through
our direct beneficiary outreach, we determined that in virtually every case, the
beneficiary reported having more than enough supplies on hand, often multiple months’
worth, and therefore did not need to obtain additional supplies when the program began.
The results of CMS’s real-time claims monitoring is also supported by the low number of
beneficiary complaints the agency has received. For these reasons, we strongly believe
that the best way to evaluate the program is to use the charts that are on the CMS website.
We would be pleased to provide Members with a briefing to go over the health status
outcomes in more detail and to explain the real time claims monitoring program
methodology.

2. Provide, by product category and for each CBA and each comparator city,
the number of unique Medicare Beneficiaries with a claim submitted, and,
separately, a claim paid, for the following two time periods:

A. Date of Service from October 1 through December 31, 2010
B. Date of Service from October 1 through December 31, 2011

Answer: CMS has a strong commitment to ensuring that beneficiaries have continued
access to quality equipment under the program. For this reason, we developed a
comprehensive monitoring system to assess access and health outcomes in near real time.
We monitor over 3,400 data points to ensure that Medicare beneficiaries who use a
competitively bid item and those who have conditions that may warrant use of a
competitively bid item have continued access and do not suffer adverse health outcomes
as a result of the competitive bidding program. Charts that show program results are
regularly updated and posted on the CMS website at:
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hitp://www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/DMEPOSCompetitiveBid/Monitoring.html. These charts are based on 100
percent of Medicare claims and provide valid and reliable data about beneficiary health
status outcomes, control for broader trends, and would indicate if beneficiary access or
quality had been threatened. The health status health outcomes being monitored include
events such as deaths, hospitalizations, emergency room visits, physician visits,
admissions to skilled nursing facilities, average number of days spent hospitalized in a
month, and average number of days in a skilled nursing facility in a month. As shown in
the charts, fluctuations in outcomes match closely in competitive bidding areas and
comparison areas both before and after the start of the competitive bidding program.
Historic seasonal trends also continue to be reflected. There have been no changes in
beneficiary health status outcomes resulting from the competitive bidding program
observed to date.

Comparing trends in the number of beneficiaries for whom claims were submitted or paid
alone before and after the program began may not provide a valid and reliable way to
measure the impact of the competitive bidding program because the number of
beneficiaries for whom claims were submitted or paid does not necessarily provide a
reliable measure of the number of Medicare beneficiaries who need or receive these
items. For years, the Office of Inspector General has issued reports finding frequent,
widespread problems in the DMEPOS industry like claims for services to deceased
beneficiaries and claims for excessive or duplicate services. CMS has been working hard
to combat fraud and has also been taking steps to reduce the very high claims error rate in
the DMEPOS arena; however, many claims for fraudulent or unnecessary services have
been paid. Comparisons of 2011-2012 claims data to previous years could mislead
observers because they have not been controlled for effects such as expansion of targeted
anti-fraud efforts.

To ensure that beneficiaries continue to have access to all needed DMEPOS items, CMS
has taken the precautionary step of directly contacting beneficiaries in competitive
bidding areas who had claims for mail order diabetes test strips and continuous positive
airway pressure (CPAP) supplies before but not after program implementation. Through
our direct beneficiary outreach, we determined that in virtually every case, the
beneficiary reported having more than enough supplies on hand, often multiple months’
worth, and therefore did not need to obtain additional supplies when the program began.
These targeted outreach efforts reflect the Agency’s commitment to act on the health
status outcomes information produced from our comprehensive claims monitoring
system. This information is displayed in the charts available on the CMS website. We
would be pleased to provide Members with a briefing to go over these health status
outcomes in more detail and to explain the real time claims monitoring program
methodology.

3. Provide for each product category in Rebid areas the number of unique
DMEPOS suppliers that submitted a claim for a date of service in December
2010 and, separately, in December 2011 as follows:
A. Number of Contracted suppliers in each CBA submitting a claim;
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B. Number of non-contracted suppliers in each CBA submitting a claim;
and
C. For each comparator city, the number of suppliers submitting a claim.

Answer: The attached Excel document shows the number of unique DMEPOS suppliers
with any allowed charges for competitively bid items in 2010 and 2011 in CBAs and
comparator areas. We note that many of these suppliers had very small allowed charges.
To help provide perspective about suppliers with a more meaningful presence in the area,
we have also provided the number of unique DMEPOS suppliers with allowed charges
for competitively bid items of at least $10,000 in these years.

4. Provide for the product categories of oxygen, CPAP and enteral nutrition,
charts that track the health outcomes
(https://www.cms.gcov/DMEPOSCompetitiveBid/01A3 Monitoring.asp) of
beneficiaries in each CBA and comparator city who:

A. Had a claim for the product category with a date of service between
October 1, 2010 and January 31, 2011, and

B. Did NOT have a claim for the product category with a date of service
between October 1, 2011 and January 31, 2012, and

C. Are not deceased.

Answer: CMS does not currently compile claims data in the manner requested. CMS
understands the Subcommittee’s interest in assessing the health status of beneficiaries
with a history of equipment use who no longer use the product. We note that it is
difficult to measure “non-use” with Medicare claims data. Instead, we identify
individuals that are not billing for a particular product. These people may have excess
replacement supplies, may have reached the end of their billing period, or may no longer
need the product. It is possible that these beneficiaries may have changes in health status
over time. However, these changes could occur for many reasons which may not be
related to competitive bidding. This will make the results of this analysis difficult to
interpret. We have summarized two hypothetical examples below.

Example 1: A beneficiary reccives a CPAP device in 2010. Over the next few
months, the person’s health status improves and the CPAP device is no longer
necessary. The beneficiary does not have a CPAP-related claim in 2011-2012.
Since the beneficiary’s health status has improved, he has decreased rates of
emergency department utilization and fewer physician visits in 2011 compared to
2010. We cannot conclude that the beneficiary’s improved health status outcomes
are the result of the competitive bidding program.

Example 2: In 2010, a beneficiary is in her 36th month of a rental period for a
portable oxygen concentrator. Since Medicare pays for oxygen using a 36 month
capped rental, the beneficiary does not have an oxygen-related claim between
October 1, 2011 and January 31, 2012, even though she is continuing to receive
oxygen. The beneficiary has severe COPD along with several other conditions,
and her health status is deteriorating with age. The beneficiary visits the hospital
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more often in 2011 than 2010 as a result of her worsening health status; however,
we cannot use claims data to conclude that this is related to competitive bidding.

CMS agrees that it is very important to monitor access and outcomes for all beneficiaries
who are likely to need a competitively bid item based on their medical needs, including
beneficiaries who do not have a claim for the item. The CMS real-time claims analysis
program is currently tracking this information; the relevant information can be found on
the “Access Group” charts in the health status outcomes charts on the CMS website (see:
htip://www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/DMEPOSCompetitiveBid/Monitoring.htm! ). The “Access Group” tracking has
been designed to control for non-competitive bidding program effects and provide an
accurate picture of program results.

Despite the difficulty in measuring the “non-use” of a product, we have estimated the
cost of compiling the requested data to be approximately $20,000 to $40,000. The
compilation would take at least several weeks.

To follow up on the May 9 House Ways and Means Health Subcommittee hearing on the
DME competitive bidding program and alternative bid program support by the DME
sector, CMS should answer the following questions —

Question: Can you give examples of other government agencies that do not require
binding bids for auctions and/or use the median bid price to set
reimbursement?

Answer: The DMEPOS Competitive Bidding Program is not an auction program. Itis a

competition-based methodology for determining Medicare payment amounts for
equipment and services furnished to beneficiaries in their homes. CMS is
unaware of any other government program that uses a competitive bidding
program structure similar to the one mandated by section 1847 of the Social
Security Act. There are unique statutory requirements for the program that make
it very different from procurement auctions. For example, the Medicare statute
does not provide any authority that would permit CMS to require winning
suppliers to accept contracts. Further, the statute requires the selection of multiple
contract suppliers even if only one supplier could satisfy beneficiary demand on
its own. Also, because of statutory requirements that guarantee beneficiary
choice, beneficiaries may choose to obtain their items from any contract supplier.
Therefore, competitive bidding program contract suppliers are not guaranteed to
receive any Medicare business.

We note that the competitive bidding program has been designed to conduct
bidding by product category rather than by individual item. CMS adopted this
approach for many reasons, including beneficiary convenience and supplier
business viability. Although bidding is by product category, the statute requires a
single payment amount for each item based on bids submitted and accepted for
that item. CMS uses a composite bid (the sum of a supplier’s weighted bids
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within a product category) for purposes of determining the winning suppliers and
then determines the price for each item using the median bid of the winners.
Setting the single payment amount for each item at the median of accepted bids
for that item ensures that all accepted bids are reflected and protects against
outlier bids for particular items.

Does CMS support the use of binding bids for the competitive bidding
program? If CMS believes it lacks statutory authority to require binding
bids, would the agency support legislation to address this issue?

The Medicare statute does not provide any authority that would permit CMS to
require winning suppliers to accept contracts. This is consistent with other
provisions of the Medicare statute that make supplier participation in Medicare
voluntary.  Although the law does not provide any authority for requiring
suppliers to accept contracts, it is not clear that such authority is needed. In the
Round 1 Rebid, 92 percent of suppliers that were offered contracts accepted those
contracts. There have been no indication of any beneficiary access problems, and
CMS has not had to add any new suppliers to meet demand.

CMS has claimed that there have only been 151 complaints, but 127,466
inquiries from Medicare beneficiaries regarding Round 1 of competitive
bidding. Can CMS explain what constitutes a complaint versus an
inquiry? Can CMS give details how it addressed the complaints and
inquires?

Complaints are inquiries that express dissatisfaction and cannot be resolved by a
1-800-MEDICARE call center operator.  The vast majority of inquirics were
about routine matters, such as questions about the program or finding a contract
supplier. All complaints were assigned to program experts for prompt resolution.
Most of the issues that were elevated involved providing assistance in finding a
contract supplier (particularly mail order diabetic supplies contract suppliers) or
finding a supplier to perform a repair of beneficiary-owned equipment
(particularly a repair of a power wheelchair). We note that repairs are not a
competitively bid service, but we are tracking repair issues in competitive bidding
areas. We also note that we modified’ our educational fact sheet on repairs of
beneficiary-owned equipment in response to the complaints; the number of
complaints about repairs went down dramatically after the issuance of the revised
fact sheet.

CMS planned to collect the type of products that were being provided to
Medicare beneficiaries in bid areas using something called Form

C. Regardless of the reason CMS canceled the collection of this information,
how is CMS ensuring that beneficiaries get high quality DME when the
average price decreased by 32 percent?

* CMS clarified the distinction between repairs, which can be performed by any enrolled suppliers, and
replacements, which can only be furnished by contract suppliers.
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The competitive bidding program has been designed to ensure that beneficiaries
have continued access to quality items that meet their needs. Contract suppliers
are required to meet quality standards, be licensed and be accredited by an
approved independent accrediting organization. As a term of the contract,
suppliers must make available the same range of products to beneficiaries that
they make available to non-Medicare customers.

A quality item is an item that meets applicable Food and Drug Administration
regulations and medical device effectiveness and safety standards and that meets
the needs of the beneficiary receiving that item. CMS believes beneficiaries are
receiving quality items under the competitive bidding program because we have
received few inquiries and complaints about the program and because our real-
time monitoring shows that there have been no significant changes in beneficiary
health status outcomes resulting from the competitive bidding program.

In Round 2, CMS included power and manual wheelchairs in one very large
product category, this seems to discriminate against smaller providers who
are less likely to provide all items in this very large product category. Can
CMS explain the rationale for such large product categories and how even
larger bid categories in the Round 1 recompete process may negatively
impact small DME providers and patients? Did you seek input from the
DME sector or Program Advisory and Oversight Committee (PAOC) on
these broad Round 1 recompete categories?

CMS meets frequently with stakeholders interested in the competitive bidding
program to understand their concerns and perspectives. CMS selected the Round
1 Recompete product categories after consideration of feedback from suppliers
and referral agents and analysis of our statutory mandate to phase in bidding for
additional DMEPOS items. We believe these product categories will be
beneficial for suppliers and beneficiaries. Some suppliers in the Round 1 Rebid
expressed concerns about winning in one product category and not another.
Including several related products in one product category addresses this concern
for suppliers. Larger, more consolidated product categories will promote one-stop
shopping for beneficiaries, simplify the referral process and enhance the
opportunities for winning suppliers. Furthermore, we note that CMS is required
to continue to phase in bidding for DMEPOS items that are subject to competitive
bidding. We believe that phasing in numerous, separate product categories for
lower volume items would make the program overly complicated and could lead
to non-viable competitions, particularly in smaller competitive bidding areas.
Certain stakeholders have contacted CMS to express concern about some of the
Round 1 Recompete product categories. CMS met with these stakeholders and is
looking into their concerns.
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Recently, there were a number of indictments in Miami, Florida related to
Medicare fraud, where several individuals had prior criminal/felony records.
Can CMS explain how these individuals received Medicare billing numbers?

CMS has the authority to deny or revoke Medicare billing privileges for certain
felony offenses. Examples of felony convictions that may lead to denial or
revocation in Medicare include felony crimes against persons, financial crimes, or
felonies that have placed Medicare beneficiaries at immediate risk. Not all felony
convictions result in revocation of Medicare billing privileges.

In addition, the Department of Health and Human Services Office of Inspector
General (O1G) also excludes individuals and entities from Medicare, Medicaid,
and the Children’s Health Insurance Program based on felony or misdemeanor
convictions rclated to the Medicare or Medicaid programs or rclated to the abusc
or neglect of patients. When the OIG excludes an individual, CMS revokes the
billing privileges for the same individual.

Without the names of specific individuals, it is difficult for CMS to determine
whether their particular prior felony convictions would require a revocation of
Medicare billing privileges. We are happy to provide additional information if
the Committee would provide the names of the specific individuals referenced in
the question.

In the testimony you stated that “Small suppliers do not account for that
much of the market now so to meet this requirement, beneficiaries would
have to be assigned to smali suppliers, under CMS' current bid program,
beneficiaries choose suppliers.” Can you please advise us what percent of the
total supplier number fall in the less than $3.5 million category?
Additionally, what percent of total suppliers fall in the less than $10 million
category?

First, plcasc notc that Mr. Wilson's testimony referred to the percent of
beneficiary demand met by small suppliers, not the number of small suppliers.
Also, the small supplier definition (a supplier that generates gross revenue of $3.5
million or less in annual receipts from Medicare and non-Medicare revenue)
applies only to the competitive bidding program. CMS docs not colleet supplicr
gross receipt data outside of the competitive bidding program, so we arc unable to
provide the requested data. However, in the Round 1 Rebid small suppliers make
up about 51 percent of the contract suppliers. In 2011, small suppliers furnished
13.88 pereent of the market share for competitively bid items.

CMS has "grandfathered"” most product categories subject to the
competitive hidding program. However, the one product in competitive
bidding that is provided in nursing Iacilities, enteral nutrition, was not
grandfathered. As a result, wherever competitive bidding has been instituted
or will be in the future, all enteral nutrition patients lose their enteral
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suppliers if they are not bid winners. Grandfathering was promoted by CMS
as a means to ensure that patients do not fall through the cracks, but that
safeguard simply does not exist for entcral patients who are residing in
nursing facilities.

Will CMS explain why it decided not to grandfathered enteral nutrition
patients in the competitive bidding program? Will CMS extend this
protection in the future expansions of the program? If not, will the ageney
cxplain why?

The statute does not give CMS the authority to grandfather enteral nutrition.
Scction 1847(a)(4) of the Social Sccurity Act requires CMS to cstablish a process
by which rental agreements for durable medical equipment (DMI) and supply
arrangements for suppliers of oxygen and oxygen equipment entered into before
the implementation of a competitive bidding program may be continued. This
statutory authority does not apply to other DMEPOS, such as enteral nutrition,
cquipment, and supplics that arc covered under the prosthetic device benefit and
not the DME benefit.

How many supplicrs who bilied Medicare in the Round 1 CBAs in last
quarter of calendar 2010 were aiso billing Medicare in the last ealendar
quarter of 2011?

The following tables show the number of suppliers that furnished durable medical
equipment, prosthetics, orthotics, and supplies (DMEPOS) items in the Round 1
Rebid competitive bidding areas and comparator areas annually and per month in
2010 and 201t. We have not analyzed these numbers to determine the reasons for
the change in the number of suppliers but note that the percent change in the
number of supplicrs in Table 1 is similar in competitive bidding arcas and
comparators. This would indicate that forces beyond competitive bidding played
arole in the change.

Table 1: Yearly Supplier Summary, 2010-2011
Suppliers by 10-digit Provider Transaction Access Number

CBAs Comparator:
Number of Suppliers within Allowable Charge Number of Suppliers w
Year Number Range* Number Ran
of < $10,000  $50,000 $100,000 $500.000 of $10,000 -$50,0
Suppliers $10,000 - - - ? Suppliers $10,000 - -
’ $50,000 $100,000- $500,000 : ’ $50,000 -$100,4
2010 23,059 17,890 3,083 1,060 607 419 19,994 15,680 2,613 79¢
2011 22,703 17,879 3,038 906 543 337 19,758 15,462 2,635 816
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* Allowable charge ranges exclude the upper bound

Table 2: Monthly Supplicr Summary, 2010-2011°
Suppliers by 10-digit Provider Transaction Access

115

Number

: CBAs Comparat

Number of Suppliers within Allowable Charge : ...~ Number.of Suppliers

Month Number. i Range* 8 Number e R

: Sup‘;{iers‘ <7 $1,000-  $5,000 - - $10,000 - - $50,000 S“‘p‘l’)ﬁier's < S1,000- - §5

. © $1,000 . $5,000- - $10,000 -~ $50,000 + " $1,000 - $5,000. $1
Jan-10 11,467 7,322 2,374 883 551 337 10,081 6,668 2,006
Feb-10 11,480 7,297 2,399 927 512 345 10,149 6,694 2,009
Mar-10 11,932 7,333 2,669 973 564 393 10,647 6,796 2,245
Apr-10 11,879 7,438 2,557 980 552 352 10,453 6,724 2,159
May-10 11,954 7,585 2,528 953 531 357 10,378 6,703 2,123
Jun-10 12,361 7.817 2,650 962 545 387 10,716 6,858 2,285
Jul-10 12,377 7,958 2,560 976 524 359 10,780 7,097 2,149
Aug-10 12,570 8,135 2,551 965 559 360 10,811 7,043 2,193
Sep-10 12,392 8,045 2,486 949 538 374 10,774 7,008 2,168
Oct-10 12,163 8,013 2,380 942 494 334 10,474 6,931 1,997
Nov-10 11,765 7,778 2,255 913 480 339 10,275 6,858 1,917
Dec-10 11,931 7,691 2,362 970 515 393 10,374 6,783 2,012
Jan-i1 11,485 7,633 2,331 791 475 255 10,317 6,838 2,042
Feb-11 11,502 7,608 2,330 781 520 263 10,270 6,823 2,023
Mar-11 11,859 7.566 2,616 860 516 301 10,669 6,821 2,280
Apr-11 11,546 7,393 2,531 834 506 282 10,430 6,810 2,115
May-11 11,814 7.530 2,641 825 533 285 10,545 6,782 2,235
Jun-11 12,100 7,823 2,626 824 523 304 10,697 6,905 2,248
Jul-11 12,005 7.881 2,550 785 503 286 10,573 6,894 2,179
Aug-11 12,082 7,803 2,672 801 509 297 10,817 6,963 2,299
Sep-11 11,981 7,766 2,639 760 525 291 10,722 6,981 2,209
Oct-11 11,498 7,625 2,410 750 454 259 10,380 6,849 2,073
Nov-11 11,049 7,363 2,204 763 452 267 10,089 6,723 1,953
Dec-11 11,140 7,263 2,323 769 498 287 10,213 6,700 2,003

*This provides an unduplicated count of unigue suppliers that had allowed charges in these areas during a month; the
suppliers {urnishing items in a given month may not be the same suppliers furnishing items in another month.
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* Allowablc charge ranges exclude the upper bound

Question:

Answer:

Question:

Answer:

Question:

Answer:

For how many bidders in Round 1 did CMS adjust the capacity to arrive at
the final number of contract suppliers?

CMS cxaminces bidders” capacity estimates by item, not by product catcgory.
CMS adjusted the capacity of at Icast onc item for 256 of the 356 contract
suppliers. For the 256 suppliers that had at [east one capacity estimate adjusted,
56 percent of the items were not adjusted, 16 percent of the items were reduced to
20 percent of demand for the item in the competitive bidding area, and 28 percent
were adjusted to the bidder’s historic Ievels.

You noted that the Cramton auction was designed for commeodities and not
for “services to patients in their homes”. Since the benefit specifies that
payment is for the equipment and Medicare does not pay for services, is this
a change in policy? If so, will CMS identify which services suppliers are
required to provide?

Medicare’s payment for the equipment includes costs that arc associated with
furnishing the equipment in accordance with Medicare requirements, such as the
supplier standards, quality standards, and coverage policies. For example,
Medicare’s rental payment for a hospital bed includes delivery, set-up, patient
training, and any needed repairs. These requirements apply regardless of whether
the equipment is paid under the fee schedule or the competitive bidding program;
there has been no change in policy.

Can CMS explain the impact on state Medicaid recipients and their access to
DME items and services as a result of the bidding program? If there is a
drastic reduction in the number of DME providers in the United States
caused by the current bid program, and rates are reduced significantly, can
you explain how this will not negatively impact patients’ access to DME in
Medicare, Medicaid, and private insurance plans?

CMS has not heard complaints of access problems for Medicaid recipients
resulting from the competitive bidding program or observed a drastic reduction in
the number of DMEPOS suppliers. Plcasc sce Table 1 (above) for the number of
suppliers that furnished durable medical equipment, prosthetics, orthotics, and
supplies (DMEPOS) items in the Round 1 Rebid competitive bidding areas and
comparator areas in 2010 and 2011. CMS continues to monitor DME supplier
data to monitor any change in the number of suppliers.
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Committee on Ways and Means
Subcommittee on Health

Hearing on the Medicare Durable Medical Equipment Competitive Bidding Program

Mr. Roskam

May 9, 2012

Questions for the Record for
Laurence Wilson, Centers for Medicare and Medicaid Services

Mr. Roskam & Mr. Nunes

As the competitive bidding program for DMEPOS continues to move forward, we have
heard from more and more companies in the Chicago land area that may be forced to close
due to losing bids in round 2 because of the parameters of the existing competitive bidding
program. During your testimony you stated that CMS reviews the bids and scrutinizes
suppliers. However, I have heard anecdotally that, in 2011 (the first year of the competitive
bidding program), a single supplier went from providing approximately 41 to 64 percent
(Cincinnati) and 51 to 81 percent (Pittsburgh) of certain supplies in a competitive bidding
area and that several winning suppliers have not provided any products in these (and
other) areas during the first year of the program.

Question:

Answer:

Question

Answer:

Why is a single supplier dominating a number of markets and some suppliers
not providing products at all? This would seem to lead to the conclusion that
other suppliers have either not been able to meet their commitments, have
had to close, or the winning bidders were not thoroughly screened, can you
speak to which is true?

CMS awards contracts to qualified suppliers with sufficient capacity to meet
beneficiary demand for each product category in each competitive bidding area.
The competitive bidding program contracts do not guarantee a set volume of
business. When contracts go into effect, the contract suppliers must compete
against each other for Medicare beneficiaries’ business on the basis of quality and
customer service.

What penalties are levied on contracted suppliers who do not come
close to meeting their bid capacities?

The competitive bidding program contracts require each contract supplier to
furnish items in its contract to any beneficiary who lives in or visits the
competitive bidding area and requests those items from the contract supplier. If
a supplier does not meet its contractual obligation, CMS may take one or more of
the following actions: require the contract supplier to submit a corrective action
plan; suspend the contract supplier’s contract; terminate the contract; preclude the
contract supplier from participating in the competitive bidding program; revoke
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the supplier’s billing privileges; or impose other remedies allowed by law. (See
42 CFR 414.422(g).)

The capacity estimates in a supplier’s bid represent the maximum number of
items the supplier estimates it could furnish annually if awarded a contract. CMS
validates these capacity estimates during the bid evaluation process and awards
contracts to more than enough suppliers to meet beneficiary demand. Because of
statutory requirements that guarantee beneficiary choice, beneficiaries may
choose to obtain their items from any contract supplier. Therefore, competitive
bidding program contracts do not guarantee any set volume of business. Thus, a
contract supplier that furnishes items in its contract to any beneficiary who
requests them is in compliance with competitive bidding program rules even if
that supplier has not furnished the maximum number of items in its bid.

I am concerned that the market will contract to a point where there are only
a handful of DME providers left which could potentially lead to higher prices
and less competition. What is CMS doing to prevent this from occurring?

The competitive bidding program includes numerous provisions to ensure a
robust, competitive market. For example, CMS selects more than enough
suppliers to meet demand. As a general rule for contract supplier selection
purposes, we do not credit more than 20 percent of the total Medicare demand for
a product category in a competitive bidding area to any one supplier, meaning at
least five suppliers serve most product categories in most areas. Also, CMS has
taken specific steps to ensure that small suppliers have the opportunity to be
considered for participation in the competitive bidding program. These steps
include offering small suppliers the opportunity to form networks, a small
supplier target, and not requiring suppliers to submit bids for all product
categories.

Why did the agency not exclude suicide bids from the single payment amount
(for example, where a supplier did not accept a bid amount, yet their bid
remained in the single payment amount)? Why are bids not binding on
suppliers?

Only legitimate, sustainable bids were included in the single payment amount
determinations. We recognize the need to ensure that the single payment amounts
are appropriate and viable, and through our bid evaluation process, identified and
eliminated any irrational, infeasible bids. All bids are screened and evaluated to
ensure that they are bona fide. During the Round 1 Rebid bid evaluation, we
found that about 8 percent of bids were extremely low in comparison to other
bids, so we asked these bidders to send us invoices and rationales explaining how
they could furnish items at the bid price. Bidders were able to prove that 67
percent of these comparatively low bids were feasible. We rejected all of the bids
that were not proven feasible, and we did not offer contracts to these suppliers or
include the rejected bids in the calculation of single payment amounts.
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The Medicare statute does not provide any authority that would permit CMS to
require winning suppliers to accept contracts. This is consistent with other
provisions of the Medicare statute that make supplier participation in Medicare
voluntary.  Although the statute does not provide any authority for requiring
suppliers to accept contracts, it is not clear that such authority is needed. In the
Round 1| Rebid, 92 percent of suppliers that were offered contracts accepted those
contracts. CMS analyzed the bid amounts for the most commonly used items in
each product category from suppliers that chose not to accept any contract and
found that approximately the same number of bids were above and below the
single payment amounts. Such results indicate the single payment amounts are
set at an appropriate level based on the bids received during the Round 1 Rebid.
There also have been no indications of any beneficiary access problems, and CMS
has not had to add any new suppliers to meet demand.

During your testimony you also spoke to conversations you have had with Peter Crampton
(sic) about his letter signed by 244 economists and 4 Nobel Laureates pointing to flaws in
the competitive bidding program. Further, Tom Bradley, Chief of Medicare Cost
Estimates for the Congressional Budget Office while attending a briefing stated the
following, “If they (CMS) don't change the mechanism they use, I think there is a high
probability of failure in the near future. There is a near certainty of failure sometime down
the road".

Question: ‘What were the specific concerns you had with Mr. Crampton’s proposal
relating to Market Clearing Price and binding bonded proposals, which is
the accepted standard in other federal government contracting bidding
processes? If others have stated the program cannot stand as it is currently
implemented why would CMS not adopt a different method before
expanding the program to an additional 91 areas?

Answer: The current competitive bidding program is the successful result of decades of
research and testing by economists and health policy experts. The program offers
improved value to Medicare and taxpayers by using prices set through
competition and ensuring access to quality items furnished by licensed, accredited
suppliers that must meet strict quality and financial standards. As indicated in
CMS testimony, the program has already yielded significant savings for taxpayers
and Medicare beneficiaries while preserving beneficiary access and health status
outcomes.

CMS staff reviewed a January 16, 2012 version of the “market pricing” program.
We have grave concerns with many aspects of this proposal. For example, as
discussed in the following bullets, we are concerned that this proposal would
result in auction failure in all, or nearly all areas, would not result in accurate
pricing in those auctions if any were successful, and would not guarantee
beneficiary access to needed items.
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* Auction Failure: The program would result in nearly universal auction failure.
Bidders’ capacities would be artificially capped at historic levels (for suppliers
in the area) or a minute fraction of demand (for suppliers not in the area). In
effect, it assumes that suppliers would be unable to expand their businesses.
The sum of all of the historic capacities of eligible, legitimate suppliers would
be unlikely to reach the demand target. Ata minimum, contracts would need
to be awarded to every supplier in the area currently furnishing the item.
Suppliers would know this ahead of time since the capacity of every bidding
supplier would be disclosed prior to bidding. There would be no incentive to
bid competitively since suppliers would be virtually assured of being awarded
a contract.

* Inaccurate pricing. Bidders would only submit bids for one item in the
product category. Prices for the other items would be based on the price for
the lead item. Prices could end up too high or too low for the other items,
resulting in lost savings or access problems.

* Failure to guarantee access: The program fails to guarantee beneficiary
access. In fact, it explicitly permits a supplier to turn beneficiaries away if the
predicted demand in an area has been met even if that supplier has not
furnished up to the level in its bid.

We note that the auction model used in the January 16, 2012 proposal has been
used for commodities like diamonds and timber but has never been tested in the
healthcare arena. This is a concern since applying this model could have a
significant effect on the quality of items and services Medicare beneficiaries
receive, Medicare expenditures, and the Medicare DMEPOS market overall.

Finally, we note that this proposal would take many years to implement due to
nced to comply with the requirements of procedural laws like the Administrative
Procedures Act and the Paperwork Reduction Act and the time it would take to
develop the infrastructure to support the program. These delays could have
serious cost implications since the current DMEPOS competitive bidding program
is working to replace Medicare’s outdated fee schedule amounts with fair
payment amounts. The Department of Health and Human Services’ Office of
Inspector General (O1G) ¢ the Government Accountability Office (GAO), and
other independent analysts have repeatedly warned that the fee schedule prices
paid by Medicare for many DMEPOS items are excessive, as much as three or
four times the retail prices and amounts paid by commercial insurers or customers
who purchase these items on their own. These inflated prices in turn increase the
amount beneficiaries must pay out-of-pocket for these items. CMS’ Office of the
Actuary (OACT) estimates that the current DMEPOS competitive bidding
program will save the Medicare Part B Trust Fund $25.7 billion between 2013
and 2022. Beneficiaries are expected to save an estimated $17.1 billion due to the
reduction in coinsurance and the downward effect on premium payments.

¢ See, for example, Comparison of Prices for Negative Pressure Wound Therapy Pumps, OEI-02-07-00660, March
2009, Power Wheelchairs in the Medicare Program: Supplier Acquisition Costs and Services, OE1-04-07-00400,
August 2009; Medicare Home Oxygen Equipment: Cost and Servicing, OEI-09-04-00420, September 2006.
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Committee on Ways and Means
Subcommittee on Health
Hearing on the Medicare Durable Medical Equipment Competitive Bidding Program
May 9, 2012

Questions for the Record for
Laurence Wilson, Centers for Medicare and Medicaid Services

Mr. Roskam & Mr. Nunes

Mr. Devin Nunes

Question: After one year of competitive bidding for diabetic testing supplies, CMS
claims that there was no evidence of negative health care outcomes for
diabetes testing supply users. How confident is CMS that such negative
health outcomes will not be apparent until 2013 or 2014 or later? Doesn’t it
take time for negative health outcomes to appear in a diabetes patient, who
fails to be less adherent? Especially, higher mortality rates?

Answer: CMS is monitoring both short term and long term health care outcomes for
diabetic patients. Diabetes is a chronic disease, and the manifestations of the
disease are not all immediate. However, the comprehensive nature of our
monitoring of health outcomes and the sensitivity to detect changes would detect
any acute changes that could occur. For example, a rise in emergency
department visits or physician visits would be precursors to the more chronic
changes that would impact health outcomes.  As we have not seen an increase in
any short term negative health outcomes, it is unlikely that there would be an
increase in negative long term outcomes. Since our monitoring is ongoing, we
will be able to detect as early as possible such long-term outcomes, should they
oceur.

Question: The CMS report on Round 1 results showing that beneficiaries reported
having more than enough supplies on hand and therefore did not need to
obtain additional supplies when the program began. Does this indicate
that mail order diabetic testing supply waste via auto-shipping is a major
problem?

Answer: Diabetes monitoring supplies have historically had high error rates. A recent
report by the HHS Office of the Inspector General found that 76 percent of a
sample of claims for diabetes test strips and/or lancets were improperly
paid.” Our findings suggest that beneficiaries received excessive replacement
supplies before they became medically necessary. While more investigation is

7 http://oig.hhs.gov/oas/reports/region9/91 102027 pdf
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needed to verify the cause or causes of inappropriate distribution, waste via auto-
shipping is a serious concern.

Outside of 1-800-MEDICARE how does CMS collect patient complaints
about the competitive bidding program for diabetic testing supplies? Does
CMS collect complaint data based on patients who complain to their
pharmacists or suppliers regarding the competitive bidding program?

CMS has a comprehensive monitoring program that includes the 1-800-
MEDICARE call center; local, on-the-ground presence in each competitive
bidding area through the CMS regional offices and local ombudsmen; a formal
complaint process for beneficiaries, caregivers, providers and suppliers to use for
reporting concerns about contract suppliers or other competitive bidding
implementation issues; and a CMS Competitive Acquisition Ombudsman who
responds to complaints and inquiries from beneficiaries and suppliers about the
application of the program. These CMS customer service entities follow an
integrated inquiry and complaint management process to ensure that any person
who contacts CMS about the competitive bidding program will be promptly
assisted. CMS has conducted extensive outreach to beneficiaries, suppliers,
referral agents, and beneficiary advocacy groups like the local State Health
Insurance and Assistance Program (SHIP) offices so that they understand how to
how to contact CMS with any questions, concerns, or complaints about the
program.

Early data seemed to indicate that, in the competitive bidding areas,
utilization of mail order pharmacies for diabetic testing supplies is
decreasing, while the utilization of retail pharmacies for these supplies is
increasing. This would seem to indicate that mail order suppliers in the
competitive bidding areas are unable to meet the demands of the
beneficiaries who need diabetic testing supplies. Is this the case? Ifit is,
wouldn’t it make sense to maintain access to diabetic testing supplies at retail
pharmacies as a necessary safety valve in the competitive bidding program?

CMS has not seen any evidence that the Round | Rebid mail order contract
suppliers have capacity problems. However, manufacturers and suppliers have
stated to CMS on numerous occasions that the option for beneficiaries to obtain
diabetic supplies from local pharmacies with licensed pharmacists in house who
can provide instructions and guidance to beneficiaries related to their testing
needs is important and should be preserved. In recognition of these concerns,
CMS has elected not to include retail (non-mail order) diabetic supplies in any
currently scheduled competitions. We note that retail diabetic supplies are a high-
volume item with over $500 million in annual Medicare allowed charges and that
there is a large disparity between the Medicare fee schedule amount for retail
diabetic supplies and the Round 1 Rebid single payment amounts.
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Diabetic testing supplies obtained at a retail pharmacy are not currently
included in the competitive bidding program. Therefore, beneficiaries can
still obtain their diabetic testing supplies at their local pharmacy. Mandating
that diabetic testing supplies could only be obtained through mail order
suppliers would mean that the pharmacist and the beneficiary would no
longer meet face-to-face, as they do now. Would such a restriction increase
the possibility that the beneficiary may become less adherent with his or her
medications or that other health care issues may not be identified because
they are no longer meeting face-to-face?

Please see answer to previous question above.
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Committee on Ways and Means
Subcommittee on Health
Hearing on the Medicare Durable Medical Equipment Competitive Bidding Program
May 9, 2012

Questions for the Record for
Laurence Wilson, Centers for Medicare and Medicaid Services

Mr. Tiberi

Mr. Tiberi

I would like to request additional information regarding Round 1 of the DME competitive
bidding program in order for Congress to better evaluate the program and assess the
validity of concerns raised by some. Please provide the following information:

1. Provide the charts with the data appended that track the utilization for each DME
competitive bidding product category, from 2008 to present, for each Competitive Bid Area
(CBA) and its comparator city. Provide a full set of charts as follows for each product
category:

A. Percent of the Access Group (e.g. Cardio-Pulmonary Narrow, Diabetic, Sleep
Disorders, a set for each one) purchasing or renting (the product category, such as
Oxygen, Mail Order Diabetes Supplies, CPAP, etc.);

B. Percent of the Medicare A/B fee for service (FFS) population purchasing or renting
(a set for each product category); and

C. A set of graphs for each of the above that reflects, in total, all CBAs and comparator
cities combined.

Answer: CMS has a strong commitment to cnsuring that bencficiarics have continucd acccss to
quality equipment under the program. For this reason, we developed a comprehensive
monitoring system to assess access and health outcomes in near real time. We monitor over
3,400 data points to ensure that Medicare beneficiaries who use a competitively bid item and
those who have conditions that may warrant use of a competitively bid item have continued
access and do not suffer adverse health outcomes as a result of the competitive bidding program.
Charts that show program results are regularly updated and posted on the CMS website at:
http://www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/DMEPOSCompetitiveBid/Monitoring.html . These charts are based on 100 percent of
Medicare claims provide valid and reliable data about beneficiary health status outcomes, control
for broader trends, and would indicate if beneficiary access or quality had been threatened. The
health status health outcomes being monitored include events such as deaths, hospitalizations,
emergency room visits, physician visits, admissions to skilled nursing facilities, average number
of days spent hospitalized in a month, and average number of days in a skilled nursing facility in
a month. As shown in the charts, fluctuations in outcomes match closely in competitive bidding
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areas and comparison areas both before and after the start of the competitive bidding program.
Historic seasonal trends also continue to be reflected. There have been no changes in beneficiary
health status outcomes resulting from the competitive bidding program observed to date.

Comparing trends in claims utilization data alone before and after the program began may not
provide a valid and reliable way to measure the impact of the competitive bidding program
because the number of claims does not necessarily provide a reliable measure of the number of
medically necessary items furnished to Medicare beneficiaries. For years, the Office of
Inspector General has issued reports finding frequent, widespread problems in the DMEPOS
industry like claims for services to deceased beneficiaries and claims for excessive or duplicate
services. CMS has been working hard to combat fraud and has also been taking steps to reduce
the very high claims error rate in the DMEPOS arena; however, many claims for fraudulent or
unnecessary services have been paid. Comparisons of 2011-2012 claims data to previous years
could mislead observers because they have not been controlled for effects such as expansion of
targeted anti-fraud efforts.

To ensure that beneficiaries continue to have access to all needed DMEPOS items, CMS has
taken the precautionary step of directly contacting beneficiaries in competitive bidding areas who
had claims for mail order diabetes test strips and continuous positive airway pressure (CPAP)
supplies before but not after program implementation. Through our direct beneficiary outreach,
we determined that in virtually every case, the beneficiary reported having more than enough
supplies on hand, often multiple months’ worth, and therefore did not need to obtain additional
supplies when the program began. The results of CMS’s real-time claims monitoring is also
supported hy the low number of beneficiary complaints the agency has received. For these
reasons, we strongly believe that the best way to evaluate the program is to use the charts that are
on the CMS website. We would be pleased to provide Members with a briefing to go over the
health status outcomes in more detail and to explain the real time claims monitoring program
methodology.

2. Provide, by product category and for each CBA and each comparator city, the number
of unique Medicare Beneficiaries with a claim submitted, and, separately, a claim paid, for
the following two time periods:

A. Date of Service from October 1 through December 31, 2010
B. Date of Service from October 1 through December 31, 2011

Answer: CMS has a strong commitment to ensuring that beneficiaries have continued access to
quality equipment under the program. For this reason, we developed a comprehensive
monitoring system to assess access and health outcomes in near real time. We monitor over
3,400 data points to ensure that Medicare beneficiaries who use a competitively bid item and
those who have conditions that may warrant use of a competitively bid item have continued
access and do not suffer adverse health outcomes as a result of the competitive bidding program.
Charts that show program results are regularly updated and posted on the CMS website at:
http://www.cms.goy/Mcdicarc/Medicare-Fee-for-Service-
Payment/DMEPOSCompetitiveBid/Monitoring.html. These charts are based on 100 percent of
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Medicare claims and provide valid and reliable data about beneficiary health status outcomes,
control for broader trends, and would indicate if beneficiary access or quality had been
threatened.

Comparing trends in the number of beneficiaries for whom claims were submitted or paid alone
before and after the program began may not provide a valid and reliable way to measure the
impact of the competitive bidding program because the number of beneficaires for whom claims
were submitted or paid does not necessarily provide a reliable measure of the number of
Medicare beneficiaries who need or receive these items. For years, the Office of Inspector
General has issued reports finding frequent, widespread problems in the DMEPOS industry like
claims for services to deceased beneficiaries and claims for excessive or duplicate services.
CMS has been working hard to combat fraud and has also been taking steps to reduce the very
high claims error rate in the DMEPOS arena; however, many claims for fraudulent or
unnecessary services have been paid. Comparisons of 2011-2012 claims data to previous years
could mislead observers because they have not been controlled for effects such as expansion of
targeted anti-fraud efforts.

To ensure that beneficiaries continue to have access to all needed DMEPOQOS items, CMS has
taken the precautionary step of directly contacting beneficiaries in competitive bidding areas who
had claims for mail order diabetes test strips and continuous positive airway pressure (CPAP)
supplies before but not after program implementation. Through our direct beneficiary outreach,
we determined that in virtually every case, the beneficiary reported having more than enough
supplies on hand, often multiple months” worth, and therefore did not need to obtain additional
supplies when the program began. These targeted outreach efforts reflect the Agency’s
commitment to act on the health status outcomes information produced from our comprehensive
claims monitoring system. This information is displayed in the charts available on the CMS
website. We would be pleased to provide Members with a briefing to go over these health status
outcomes in more detail and to explain the real time claims monitoring program methodology.

3. Provide for each product category in Rebid areas the number of unique DMEPOS
suppliers that submitted a claim for a date of service in December 2010 and, separately, in
December 2011 as follows:

A. Number of Contracted suppliers in each CBA submitting a claim;

B. Number of non-contracted suppliers in each CBA submitting a claim; and

C. For each comparator city, the number of suppliers submitting a claim.
Answer: The attached Excel document shows the number of unique DMEPOS suppliers with
any allowed charges for competitively bid items in 2010 and 2011 in CBAs and comparator
areas. We note that many of these suppliers had very small allowed charges. To help provide
perspective about suppliers with a more meaningful presence in the area, we have also provided

the number of unique DMEPOS suppliers with allowed charges for competitively bid items of at
least $10,000 in these years.
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4. Provide for the product categories of oxygen, CPAP and enteral nutrition, charts that
track the health outcomes
(https://www.cms.gov/DMEPOSCompetitiveBid/01A3 Monitoring.asp) of beneficiaries in
each CBA and comparator city who:
A. Had a claim for the product category with a date of service between October 1, 2010
and January 31, 2011, and

B. Did NOT have a claim for the product category with a date of service between
October 1, 2011 and January 31, 2012, and

C. Are not deceased.

Answer: CMS does not currently compile claims data in the manner requested. CMS
understands the Subcommittee’s interest in assessisng the health status of beneficiaries with a
history of equipment use who no longer use the product. We note that it is difficult to measure
“non-use” with Medicare claims data. Instead, we identify individuals that are not billing for a
particular product. These people may have excess replacement supplies, may have reached the
end of their billing period, or may no longer need the product. It is possible that these
beneficiaries may have changes in health status over time. However, these changes could occur
for many reasons which may not be related to competitive bidding. This will make the results of
this analysis difficult to interpret. We have summarized two hypothetical examples below.

Example 1: A beneficiary receives a CPAP device in 2010. Over the next few months, the
person’s health status improves and the CPAP device is no longer necessary. The
beneficiary does not have a CPAP-related claim in 2011-2012. Since the beneficiary’s
health status has improved, he has decreased rates of emergency department utilization
and fewer physician visits in 2011 compared to 2010. We cannot conclude that the
beneficiary’s improved health status outcomes are the result of the competitive bidding
program.

Example 2: In 2010, a beneficiary is in her 36th month of a rental period for a portable
oxygen concentrator. Since Medicare pays for oxygen using a 36 month capped rental, the
beneficiary does not have an oxygen-related claim between October 1, 2011 and

January 31, 2012, even though she is continuing to receive oxygen. The beneficiary has
severe COPD along with several other conditions, and her health status is deteriorating
with age. The beneficiary visits the hospital more often in 2011 than 2010 as a result of
her worsening health status; however, we cannot use claims data to conclude that this is
related to competitive bidding.

CMS agrees that it is very important to monitor access and outcomes for all beneficiaries who
are likely to need a competitively bid item based on their medical needs, including beneficiaries
who do not have a claim for the item. The CMS real-time claims analysis program is currently
tracking this information; the relevant information can be found on the “Access Group” charts in
the health status outcomes charts on the CMS website (see:
http://www.cms.gov/Medicare/Medicare-Fee-for-Scrvice-
Payment/DMEPOQSCompetitiveBid/Monitoring. htinl ). The “Access Group” tracking has been
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designed to control for non-competitive bidding program effects and provide an accurate picture
of program results.

Despite the difficulty in measuring the “non-use” of a product, we hve estimated the cost of

compiling the requested data to be approximately $20,000 to $40,000. The compilation would
take at least several weeks.
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Question Attachments
Attachment for Mr. Tiberi and Mr. Price Q3 Complex WC

Suppliers Year

er Transaction Access Number: Complex Rehabilitative Power Wheelchairs

Supplier Counts by 10-Digit Pro

i

Comparator:

Comparator:
Charlotte, NC-SC Virginia Beach, VA-NC Cincinnati, OH Indianapois, IN Cleveland, OH Columbus, OH
Number of  Number of Non Numberof  Number of Non Number of  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract Number of Suppliers
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 T 3 3 B T O 3 6 3
2011 2 [ 2 1 [ 4 4 [ 3

CBA: Comparator: Comparator: BA: Comparator:
Charlotte, NC-SC Virginia Beach, VA-NC Cincinnati, OH indianapolis, IN Cleveland, OH Columbus, OH
Number of  Number of Non Numberof  Number of Non Number of  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract Number of Suppliers
Suppliers Suppliers Suppliers Suppiiers Suppliers Suppliers
2018 [ 2 0 0 [ 1 1 1 1
2011 0 0 0 0 [ [ 1 0 2

Comparatar:

Comparator: 3 Comparator:
Houston, TX Kansas City, KS-MO Oklahoma City, OK Tampa, FL
Numberof ~ Number of Non Numberof  Number of Non Numberof  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract Number of Suppiers
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 1 10 6 3 2z @ 3 2 4
2011 [ o 3 1 o 4 a 0 7

Comparator: CBA: Comparator:

CBA: Comparator:
Dalfas, TX Houston, TX Kansas City, KS-MO Oklahoma City, OK WMiami, FL Tampa, FL
Numberof  Number of Non Numberof  Number of Non Number of  Number of Non
Contract Contract Number of Supplicrs Contract Contract Number of Supplicrs Contract Contract Number of Suppliers
Supplicrs Suppliers Suppliers suppliers Suppliers Supplicrs
2010 1 F) T 0 1 T 1 0 3
2011 [ o 0 [ o 1 2 0 °

5 R i s 5 e
CBA: Comparator cBa; Comparator cBA: Comparator
Orfando, FL Jacksonville, FL Pittsburgh, PA Detroit, MI Riverside, CA San Diego, CA

Numberof — Number of Non Numberof — Number of Non Number of  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract Number of Suppliers
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers

2010 1 1 3 T ) z B 2 3

2011 1 1 2 [ 1 1 2 0 5

riges inthe praduct eatago Ky R Ry BT RN
CBA: Comparator: cBA: Comparator: CBA: Comparator:
Orlando, FL Jacksonville, FL Pittsburgh, PA Detroit, MI Riverside, CA San Diego, CA
Number of Number of Non Number of Number of Non Number of Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract Number of Suppliers
Suppliers Suppliers Suppliers Suppliers Suppliers. Suppliers
2010 1 o 1 1 0 1 [ o o
2011 a8 0 0 0 o 1] 0 0 1
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Attachment for Mr. Tiberi and Mr. Price Q3 CPAP Sup-
pliers Year

Supplier Counts by 10-Digit Provider Transaction Access Number: CPAP/RAD Devices, Supplies, and Accessories

Comparatar:

P CBA:
Charlotte, NC-SC Virginia Beach, VA-NC Cincinnati, OH indianapolis, IN Cleveland, OH Columbus, OH
Numberof — Number of Non Numberof  Numoer of Non Numberof  Number of Non
Contract Contract Number of Suppliers Contract Contract Nurmber of Sugpliers Contract Contract Number of Suppliers
Suppliers Suppliess Suppliers Suppliers Suppliers Suppliers
2010 29 244 176 33 202 235 34 149 206
2011 29 164 166 Ez] 154 252 38 97 202

[Supplicrs with at feast $10,000 iw allowabla charges in thé product.category in the year U 5 P
CBA: Comparator: CB: Comparator: : Comparatar:
Charlotte, NC-5C Virginia Beach, VA-NC Cincinnati, OH tndianagalis, IN Cleveland, OH Columbus, OH
Numberof  Number of Non Number of  Numaer of Non Number of  Number of Non
Contract Contract Number of Suppliers Contract Contract Nurnber of Supplicrs. Contract Contract Number of Supplicrs
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 22 28 35 19 23 47 23 24 ES
2011 23 15 38 20 11 48 29 13 40

Comparator: CBA: Comparator: : Comparator:
Houston, TX Kansas City, KS-MO Oklahoma City, OK Miami, FL Tampa, FL
Numberof — Number of Non Numberof — Number of Non Numberof — Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract Number of Suppliers
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 55 585 434 41 179 207 37 698 636
2011 58 24 234 42 141 185 i 519 651

Comparator:

‘Comparator:

Comparato By
Dallas, TX Houston, TX Kansas City, KS-MO ©Oklahoma City, OK Miami, FL Tampa, FL
Numberof — Number of Non Number of  Number of Non Numberof  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract Number of Suppliers
Supplicrs Supplices Suppliers Supplicrs Supplicrs Supplicrs
2010 35 63 92 25 18 6 2 £
2011 a2 27 104 25 7 a5 29 12 58

cBA: Comparator: [ cBA: Comparata
Orlando, FL Jacksonville, FL Pittsburgh, PA Detroit, MI Riverside, CA San Diego, CA
Numberof — Number of Non Numberof  Numoer of Non Nuraberof — Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract Number of Suppliers
Suppiers Suppfiers Suppliers Suppliers Suppliers Suppliers
2010 3 63 284 56 138 282 31 282 187
2011 38 358 prz) 60 108 465 34 222 188

ith, st least 510,000 in-allawable chat

o e PR EATAROT I IHG Yoot

CBA: Comparator: CBA: Comparator: : Comparator:
Orlando, FL Jacksonville, FL Pittsburgh, PA Detroit, MI Riverside, CA San Diego, CA
Numberof — Number of Non Numberof  Numoer of Non Number of  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract Number of Suppliers
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 13 @ a1 E 16 102 20 30 32
2011 2 i3 a3 kL) 8 100 24 10 23
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Attachment for Mr. Tiberi and Mr. Price Q3 Diabetic Sup-
pliers Year

Supplier Counts by 10-Digit Provider Transaction Access Number: Mail Order Diabetic Supplies

CBA: Comparator: CBA: mparator: CBA: Comparator:
Charlotte, NC-SC Virginia Beach, VA-NC Cincinnati, OH indianapolis, IN Cleveland, OH Columbus, OH
Numberof  Number of Non Numberof  Number of Non Numberof  Number of Non
Contract Contract Number of Suppliers Contract Contract Nurber of Suppiers Contract Contract Number of Suppliers
Suppliers suppliers Suppliers Suppliers Suppliers Suppliers
2010 El 262 21t 9 223 194 14 219 210
2011 10 N/A 217 16 N/A 208 18 N/A 207

CBA:
Charlotte, NC-SC

Comparasor:
Virginia Beach, VA-NC

CBA:
Cincinnati, OH

Comparator:
tndianapolis, IN

cBA:
Cleveland, OH

Comparat
Columbus, OH

Numberof  Number of Non Number of  Number of Non Numberof  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Supplicrs Contract Contract Number of Suppliers
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 7 82 a7 3 57 51 7 55 52
2011 s N/A 58 12 N/A s2 1 N/A 53
SRt
cBA: Comparator: cBA: Comparator: cBA:
Dallas, X Houston, TX Kansas City, KS-MO Okdahoma City, OK Miami, FL Tampa, Fi
Numberof  Number of Non Numberof  Number of Non Numberof  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract Number of Suppliers
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 10 318 301 g 152 198 3 270
2011 12 N/A 314 10 N/A 197 7 N/A 273
Fges in The proBgeL cabegnry in THe year - - R X Tt R
CBA: Comparator: CBA: Comparator: CBA: ‘Comparat
Dallas, TX Houston, TX Kansas City, K5-MO Oklahoma City, OK Miami, FL Tampa, FL
Numberaf  Number of Non Numberof  Number of Non Numberof  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppiers Contract Contract Number of Suppliers
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 8 88 7] 3 a5 [3 B 70 2]
2011 11 N/A 89 8 N/A s1 11 N/A 61

i R
Comparator:
Jacksonville, FL

Pittshurgh, PA

Detrait, Ml

Riverside, CA

San Diego, CA

Numberof  Numberof Non Numberof  Number of Non Numberof  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract Numnber of Suppliers
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 6 234 225 5 184 316 7 165
2011 13 NA 223 21 N/A 335 EEY NA 185
CBA: Comparator: CBA: Comparator: CBA: ‘Comparator:
Orlando, FL Jacksonville, FL Pittsburgh, PA Detroit, Ml Riverside, CA 5an Diego, CA
Numberof  Number of Non Number of  Number of Non Numberof  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppiers Cantract Contract Number of Suppliers
Suppliers suppliers suppliers Suppliers Suppliers Suppliers
2010 7 56 E 3 23 99 3 39
2011 8 N/A 55 9 N/A 111 s N/A 20
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Attachment for Mr. Tiberi and Mr. Price Q3 Enteral Sup-
pliers Year

Supplier Counts by 10-Digit Provider Transaction Access Number: Enteral Nutrients, Equipment, and Suppl

7 RED
Camparator:

R
Comparatar:

Charlotte, NC-SC Virginia Beach, VA-NC Cincinnati, OH Indianapolis, IN Cleveland, OH Columbus, OH
Numberof  Number of Non Number of  Number of Non Mumberof  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppiers Contract Contract Nomber of Suppliers
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 23 58 63 12 66 52 25 64 o1
2011 2 N/A 60 kt} n/A 56 27 N/A 82

caA: Comparator: : Comparator: cBA: ‘Comparator:
Charlotte, NC-5C Virginia Beach, VA-NC Cincinnati, OH Indianapolis, (N Cleveland, OH Columbus, OH
Numberof  Number of Non Numberof  Number of Non Numberof  Number of Non
Contract Contract Number of Suppliers Contract Cantract Number of Suppliers Contract Contract Number of Suppliers
Suppliers Suppliers Suppliers Suppliers suppliers Suppliers
2010 16 20 23 22 27 17 22 31
2011 18 N/A 24 11 N/A 24 15 N/A 23

Camparator:

Dailas, TX Houston, TX Kansas City, KS-MO Oklahoma City, OK Miami, FL Tampa, Fi.
Numberof  Number of Non Numberof  Number of Non Numberof  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract Number of Suppliers
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 36 180 197 25 57 54 42 218 139
2011 42 N/& 194 25 N/A 55 42 N/A 131
[SipBTerE With A 16ast 10,000 1 SICWabIe ERATEes 16 thE AroAUCE category In Ve veor ‘ R it o
CRA: Camparator: Comparator: Comparator:
Dalas, TX Houston, TX Kansas City, KS-MO Oklahoma City, OK Miami, FL Tampa, Fi.
Number of  Number of Non Number of  Number of Non Numberof  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract Number of supplicrs
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 21 61 88 16 17 23 23 88 a4
2011 30 N/A 87 13 N/A 20 34 N/A 43

<BA:
Orlands, FL

Comparator:

Comparator:

Jacksonuille, FL Pittshurgh, PA Detroit, MI San Diego, CA
Number of  Number of Non Numberof  Number of Non Numberof  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract Number of Suppliers
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 13 86 79 2 53 151 17 (7] 71
2011 21 N/A 72 28 N/A 159 22 N/A 69
[SUpAlers withat [ense S10,000 in aNCwable charges in the Brodutt category in the vear e T T R G
8A: Camparator: cBA; Comparatar: cBA; Comparator:
Orlando, FL tacksonville, FL Pittsburgh, PA Detrolt, MI Riverside, CA San Diego, CA
Number of  Nummber of Non Numberof  Number of Non Numberof  Number of Non
Conteact Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract Number of Suppliers
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 B 72 36 0 21 71 15 7 36
2011 10 N/A 31 10 N/A 85 17 N/A 36
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Attachment for Mr. Tiberi and Mr. Price Q3 Hospital Bed
Suppliers Year

Supplier Counts by 10-Digit Provider Transaction Access Number: Hospital Beds and Accessories

Comparator: Comparator: Comparator:
Cincinnati, OH Indianapois, IN Cleveland, OH Columbus, OH
Numberof  Number of Non

Number of Suppliers

Charlotte, NC-SC Virginia Beach, VA-NC
Number of  Number of Non Numberof  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract
Supptiers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 18 194 162 138 148 128 17 141 155
2011 19 160 155 17 114 130 22 117 153
PRIETE Wit 2t Iest ST0,000 T SToWabIE Charges 1A the Produck CHtegnry T e year. L . o N = TR
CBA: Comparator; CBA: Comparator: : Comparator:
Charlotte, NC-SC Virginia Beach, VA-NC Cincinnati, OH Indianapolis, IN Cleveland, OH Cotumbus, OH
Numberof  Number of Non Numberof  Number of Non Numberof  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract Number of Suppliers
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 B 7 7] 5 23 ® 6 2 2
2011 13 8 24 8 12 18 3 10 21
Comparator:

Tampa, FL

or:
Oklahoma City, OK

Miami, FL
Numberof  Number of Non

cBa:
Kansas City, K5-MO

Comparator:
Number of Suppliers

CBA:
Oallas, T Houston, TX
Numberof  Number of Non Numberof  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 2% 530 w3 7 ; 131 138 32 350
2011 2 399 a3 25 100 129 35 448 359
ppliers with-dtfeast $10,000 Indflowable tharges in the sroduct category.In the year T e AR e T R 5 5
CBA: Comparator: c8A: Comparator: : Comparator:
Dallas, TX Houston, TX Kansas City, K5-MO Oklahoma City, OK Miami, FL Tampa, FL
Numberof  Number of Non Number of  Number of Non Number of  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract Number of Suppliers
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 o 78 3 ) ) 25 15 8 a7
2011 20 k2] 78 13 4 27 2 41 47
Comparator:

Comparator: CBA:
Riverside, CA

Comparator: c8a:
pittsburgh, PA Detroft, MI
Numberof  Number of Non

San Diego, CA

Number of Suppliers

CBA:
Orlando, FL Jacksonville, FL
Wumberof  Number of Non Numberof  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract
Suppliers Suppliers Suppliers Suppliers. Suppliers Supgliers
2010 16 315 171 29 188 431 12 382 233
2011 19 27 164 34 132 409 15 306 236
[Supbiiers with at least $10,000n allowabsle charge: : Sy i S R
cBA: Comparator; oA Comparator: Comparator:
Orlando, FL Jacksonvilte, FL Pittsburgh, PA Detroit, Ml Riverside, CA San Diego, CA
Number of Number of Non Number of Number of Non Number of Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Supplicrs Contract Contract Number of Suppliers
Supptiers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 5 18 13 21 102 7 38 26
2011 8 12 17 15 10 96 1l 17 24
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Attachment for Mr. Tiberi and Mr. Price Q3 Oxygen Sup-
pliers Year

Supplier Counts by 10-Digit Provider Transaction Access Number: Oxygen, Oxygen Equipment, and Supplies

S8
Comparator:

Comparator:

CBA: Comparator: CBA: CBA:
Charlotte, NC-SC Virginia Beach, VA-NC Cincinnati, OH Indianapolis, iIN Cleveland, OH Cotumbus, OH
Numberof  Number of Non Number of  Number of Non Numberof  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract Number of Suppliers
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 50 206 207 40 207 239 43 191 276
2011 61 200 201 39 178 236 a4 158 236

Suppliers with atileasy'S10,000 inallowibie cha

cBA:
Charlotte, NC-SC

Comparator:
Virginia Beach, VA-NC

Cincinnati, OH

Comparator:
Indianapolis, IN

cBA:
Cleveland, OH
Number of

Number of Non

Comparator:
Columbus, OH

Numberof  Number of Non Numberof  Number of Non
Conlract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Conlract Number of Suppliers
Suppliers Suppliers Suppliers Supplicrs Suppicrs suppliers
2010 a3 0 E] 28 2 a7 33 15 50
2011 40 5 33 27 15 a3 34 12 a7

CBA

Houston, TX Kansas City, KS-MO Okiahoma City, OK Miami, FL
Number of  Number of Non Number of  Number of Non Number of  Number of Non
Contract Contract Number of Supplicrs Contract Contract Number of Suppliers Contract Contract Number of Suppicrs
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 ) 627 570 7] 207 238 92 722 €82
2011 91 532 557 45 181 234 95 571 633
: ‘Comparator: ‘Comparator:
Dallas, X Houston, TX Kansas City, KS-MO Okiahoma City, OK Miami, Ft Tampa, FL
Numberof  Number of Non Number of  Number of Non Numberof  Number of Non
Cantract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract Number of Suppliers
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 70 €5 111 E) 1 53 73 91 3
2011 7 38 17 36 12 50 72 51 &

Comparato

Comparator:

Orlando, FL Jacksonvilte, FL Pittsburgh, PA Detroit, MI Riverside, CA San Diego, CA
Number of Number of Noa Number of Number of Non Number of Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Supplicrs Contract Contract Number of Suppliers
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 62 436 278 60 247 611 38 351 284
2011 66 369 267 64 194 564 43 304 274
W i the-year: R i S RS -
CBA: Comparator: CBA: Comparator: CBA: Comparator:
Orlando, FL lacksonvilte, FL Pittsburgh, PA Detroit, MI Riverside, CA San Diego, CA
Numberof  Number of Non Number of  Number of Non Numberof  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract Number of Suppliers
Suppliers Suppliers Suppliers Suppliers Suppliers. Suppliers
2010 9 38 5 EE) 33 138 3 ) 29
2011 38 20 41 a4 27 1431 34 17 31
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Attachment for Mr. Tiberi and Mr. Price Q3 Standard WC
Suppliers Year

Supplier Counts by 10-Digit Provider Transaction Access Number: Standard Power Wheelchairs and Scooters

CBA: Comparator: CBA: Comparator: CBA: Comparator:
Charlotte, NC-5C Virginia Beach, VA-NC Cincinnati, OH Indianapotis, IN Cleveland, OH Columbus, OH
Numberof  Number of Non Numberof  Number of Non Numberof  Number of Non
Contract Contract Number of Supplicrs Contract Contract Number of Suppliers Contract Contract Number of Suppliers
Suppliers Suppliers. Suppliers Suppliers suppliers Suppliers
2010 17 81 68 19 50 as 14 48 52
2011 2 20 60 17 14 a4 1 7 39
[ rgesin'the preducts ~, A : R g
CBA: Comparator: CBA: Comparator: CBA: Comparator:
Charlotte, NC-SC Virginia Beach, VA-NC Cincinnati, OH Indianapolis, IN Cleveland, OH Columbus, OH
Numberof  Number of Non Numberof  Number of Non Number of  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract Number of Suppliers
Suppliers Suppliers Suppliers Suppiiers. Suppliers. Suppliers
2010 7 30 Ed ) 2 5 3 17 7
2011 1 0 13 9 0 10 10 [ s

‘Comparator CBA: Comparator Comparator:
Dallas, TX Houston, TX Kansas City, KS-MO Oklahoma Gity, OK Miami, FL Tampa, FL.
Numberof  Number of Non Number of  Number of Non Numberof  Number of Non
Cantract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract Number of Suppliers
suppliers suppliers Suppliers Supptiers Suppliers suppliers
2010 28 209 58 7 49 58 15 166 128
2011 30 a4 136 11 15 53 18 49 107
U ot Joast S 10,000 i AlOWabIe ohd T o T T T T
CBA: Comparator: Comparator: A Camparator:
Dallas, TX Houston, TX Kansas City, KS-MO Dklahoma City, DK Miami, FL Tampa, FL
Number of Number of Non Number of Number of Non Number of Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract Number of Suppliers
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 21 18 77 5 17 36 9 51 56
2011 5 9 32 4 [ 23 10 2 33

Comparator:

arator:

Comp:

2010
2011

Orlando, FL Jacksonville, FL Pittshurgh, PA Detroit, MI Riverside, CA san Diego, CA
Numberof  Number of Non Numberof  Number of Non Number of  Number of Non
Contract Contract Number of Suppliers contract Conteact Number of Suppliers Contract Contract Number of Suppliers
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 11 o1 70 1 34 181 23 123
2011 3 Ez) 51 4 [ 143 30 52 9
SmpliErs With &t et 310,000 In Silgwable ha T T g T
cB) Comparatar: CBA: ‘Comparator:
Orlando, FL Jacksonville, FL Pittsburgh, PA Detroit, MI Riverside, CA San Diego, CA

Number of  Number of Non Number of  Number of Non Numberof  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract Number of Suppliers
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers

8 32 26 10 9 ED) 22 99 54
3 0 17 5 o as 23 0 24
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Attachment for Mr. Tiberi and Mr. Price Q3 Surfaces Sup-
pliers Year

Supplier Counts by 10-Digit Provider Transaction Access Number: Support Surfaces, Miami

Number of Contract

CBA:
Miami, FL

Number of Non

Comparator:
Tampa, FL

Number of Suppliers

Suppliers Contract Suppliers
2010 13 195 60
2011 14 102 51

SUppliers with at 1ast 510,000 1h Allowable charges in the product category in the year.

Number of Contract

CBA:
Miami, FL

Number of Non

Comparator:
Tampa, FL

Number of Suppliers

Suppliers Contract Suppliers
2010 6 63 12
2011 8 20 13
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Attachment for Mr. Tiberi and Mr. Price Q3 Walker Sup-

pliers Year

Supplier Counts by 10-Digit Provider Transaction Access Number: Walkers and Accessories

BA: ‘Comparator: cBA: Comparator: CBA: Comparator:
Charlotte, NC-SC Virginia Beach, VA-NC Cincinnati, OH Indianapolis, IN Cleveland, OH Columbus, OH
Number of  Number of Nan Number of  Number of Non Numberof  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract Number of Suppliers
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 25 254 243 14 295 250 35 238 2498
2011 2 116 28 b1 100 24 57 57 28

cBA:

Comparatar:

BA: Comparator: CBA: Comparator:
Charlotte, NC-SC Virginia Beach, VA-NC Cincinnati, OH Indianapolis, IN Cleveland, OH Columbus, OH
Number of  Number of Non Numberof  Number of Non Numberof  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract Number of Suppliers
Suppliers Suppliers Suppliers Suppliers Suppiers Suppliers
2010 & 5 12 3 8 10 3 1 7
2011 [ 0 1 3 0 9 5 0 7

% B
Compa
Houstan, TX

Kansas City, KS-MO

paratar:
Oklahoma City, OK

Tampa, L.

Number of  Number of Non Number of  Number of Non Numberof  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract Number of Suppliers
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 52 640 22 5 218 5% 3 386 3
2011 55 27 628 pE] 92 177 36 395 595
Sibduict eategory in theyear. T S e e
CBA: Comparator: CBA; Comparator; CBA: Comparator:
Dallas, TX Houstan, TX Kansas City, KS-MO Oklahoma City, OK Miami, Fi. Tampa, Fl.
Number of  Number of Non Numberof  Number of Non Numberof  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppiers Contract Contract Number of Suppliers
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 12 27 ] T R} o 7 EJ =
2011 is Q 32 5 1 2 15 0 2

Comparator:

CBA; Comparator: <BA: Comparator: cBA:
Orlando, Bt Jacksonville, Ft Pittsburgh, PA Detroit, M Riverside, CA San Diego, CA
Number of  Number of Non Number of  Number of Non Numberof  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract Number of Suppliers
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 28 202 25 ] 218 %64 ] 221 i)
2011 35 221 232 49 9 600 21 191 254
tegoryinthelyeac s L 7 SRR R SR
CBA: CeA; Comparator: caA: Comparator:
Orlando, Ft Jacksonville, FL Pittsburgh, PA Detroit, Ml Riverside, CA San Diego, CA
Number of  Number of Non Numberof  Number of Non Nomberof  Number of Non
Contract Contract Number of Supplicrs Contract Contract Number of Suppliers Contract Contract Number of Suppliers
Suppliers Supplicrs Suppliers Supgliers Suppliers Suppliers
2010 s g ] Z g () O ] )
2011 3 0 15 a [ 26 5 [ i)
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Attachment for Mr. Tiberi and Mr. Price Q3 WC Parts Sup-
pliers Year

Supplier Counts by 10-Digit Provider Transaction Access Number: Wheelchair Accessories and Replacement Parts

Comparat
Virginia Beach, VA-NC Indianapolis, iN Cleveland, OH Columbus, OR
Numberof  Number of Non Numberof  Number of Non Numberof  Number of Non
Contract Contract Nurmber of Suppliers Contract Contract Number of Suppliers Contract Contract Number of Suppliers
Suppfiers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 27 45 25 101 19 117
2011 27 122 124 2% ] 1o 12 99 14
Comparator: Comparator: cBA: Comparator:
Charfotte, NC-SC Virginia Beach, VA-NC Cincinnati, OH Indianapofis, IN Cleveland, OH Columbus, OR
Numberof  Number of Non Number of  Number of Non Number of  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract Number of Suppliers
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 B 2 20 0 13 17 3 11 15
2011 1 7 23 7 [3 14 7 11 10

Houston, TX

Kansas City, KS-MO
Numberof  Number of Non

Okiahoma City, OK Tampa, FL
Numberof  Number of Non

Number of  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract Number of Suppliers
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers

2010 EE) ) EF) 112 % 2 35} 3052

2011 36 284 204 14 £ 95 2 369 269

Comparator: cBA: Comparator: Comparator:
Dallas, TX Houston, TX Kansas City, KS-MO Oklahoma City, OK Miami, FL Tampa, £L
Numberof  Number of Non Numberof  Number of Non Number of  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract Number of Suppliers
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 3 52 38 s 1z 25 5 a8 at
2011 17 29 a2 4 4 25 n 36 35

CBA: Comparator: Comparator: Comparator:
Ortando, Fl. Jacksonville, FL Pittsburgh, PA Detroit, MI Riverside, CA san Diego, CA
Numberof  Number of Non Number of  Number of Non Number of  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Supplicrs Contract Contract RNumber of Supplicrs
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 13 217 130 77 133 359 a1 330 215
2011 17 161 124 29 103 313 a7 244 193

cBA:

: Comparator: Comparator: Comparator:
Orlando, FL lacksonville, FL Pittsburgh, PA Detroit, MI Riverside, CA san Diego, CA
Numberof  Number of Non Numberof  Number of Non Number of  Number of Non
Contract Contract Number of Suppliers Contract Contract Number of Suppliers Contract Contract Number of suppliers
Suppliers Suppliers Suppliers Suppliers Suppliers Suppliers
2010 B 19 fE] 10 5 3 18 50 36
2011 5 15 16 ] 5 43 2 2 3%
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Public Submissions For The Record
Center for Regulatory Effectiveness

Center for Regulatory Effectiveness
Suite 500
1601 Connecticut Aveniue, N.W.
Washington, DC, 20009
Tel: (202) 265-2383  Fax: (202) 939-6969
secretary l@mbsde.com  www.TheCRE.com

May 9, 2012

The Honorable John P. Holdren, Ph.D.

Assistant to the President for Science and Technology
Director, Office of Science and Technology Policy
725 17" Strect, NW

Washington, DC 20502

The CMS competitive bidding program violates all of the principles
[of Executive Order 13563], especially the principles of transparency
and of basing regulations on the best available science. Indeed, the
current program is the antithesis of science and contradicts all that
is known about proper market design.

Dear Dr. Holdren:

The above quote is from a letter signed by over 240 academicians including scveral Nobcl laurcates to
President Obama evaluating a Centers for Medicare and Medicaid Services (CMS) program for the
competitive acquisition of Durablc Mcdical Equipment.'

The letter writers were not alone in their criticism of the science underlying implementation of CMS’
DME competitive bidding program. The Congressional Budget Office’s (CBO’s) Chief of Medicare Cost
Estimates, speaking at a Medicare Auction Conference co-sponsored by the University of Maryland and
the National Science Foundation® summarized the program’s problems more bluntly,

If they don’t change the mechanism they use, [ think there is a high
probability of failure in the near future. There is near certainty of
failure sometime down the road.®

! Letter from 244 Concerned Auction Experts, |7 June 2011, p. 1, available at

hitpri/thecre.com/pdiyLetter_from_244_Concerned_Auction_Experts.pdf.
* Medicare Auction Conference, 1 April 2011, Agenda available at

hup/Awww cramtoin umd edu/papers2010-2014/medicare-auction-conference-program.pdf.

3 Transcript, Medicare Auction Conference, University of Maryland, Final Panel: “What Have We
Learned?” April 1, 2011, p. 5, available at
http://www.cramton.umd.edu/papers2010-20 1 4/medicare-auction-conference-final-panel-362.rtt.
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When over two-hundred professors describe a federal program as “the antithesis of science” and when a
senior CBO official warns that there is the “near certainty of failure” for a major Medicare program, White
House oversight and intervention is a necessity. I say this as someone who has served five presidents and
who recently authored a law review article providing the history of Presidential regulatory review.*

1 am attaching a paper which analyzes the CMS competitive bidding program from a game theory
perspective. The paper also contrasts the CMS program with the excellent work done by the Federal
Communications Commission (FCC) in developing an auction system which has taken advantage of
modern scientific techniques to test and improve their processes.

The attached paper notes that EO 13563, in discussing the White House’s Scientific Integrity
memorandum, states that “each agency shall ensure the objectivity of any scientific and technological
information and processes used to support the agency’s regulatory actions.” The President’s Scientific
Integrity directive itself requires that agencies use “well-established scientific processes, including peer
review where appropriate....” Developing an efficient auction is a scientific exercise. The Center for
Regulatory Effectiveness, acting in its capacity as a regulatory watchdog, is working to ensure that
agencies adhere to the “good government laws” including the Scientific Integrity Memorandum.

The paper’s recommendation is that:

$  The federal govemment conduct a federally-sponsored laboratory simulation of CMS* DME
bidding rules to assess their efficiency and determine how they can be reformed to the benefit of
the nation’s taxpayers and Medicare beneficiaries.

The purpose of conducting a clinical trial would be to allow a fair comparison of how the CMS bidding
rules affect the price to taxpayers of durable medical equipment and services. The clinical test could also
address the differentiation between the quality of the services received by a beneficiary through the CMS
competitive bidding program relative to the quality of services beneficiaries receive paid for under a price
schedule. The clinical test also needs to evaluate the sustainability of the auction process relative to other
sets of rules. On this point, I reiterate the Congressional Budget Office’s waming that CMS’s current
bidding system has a “near certainty of failure.”

Auction failure would mean that life-saving home medical equipment and services would either be cut-off
or provided at an increased cost to millions of Medicare beneficiaries resulting in an enormous human toll
and in a financial toll for taxpayers from increased emergency room visits, hospitalizations and nursing
home care.

The warnings by everyone from CBO to hundreds of distinguished economists have been made. The dots
have been connected.

* Jim Tozzi, “OIRA’s Formative Years: The Historical Record of Centralized Regulatory Review
Preceding OIRA’s Founding,” 63 Admin, L. Rev. (Special Edition) 37 (2011), available at
hup:www.theere.com/pdf720111211 ALR Tozzi_Tinal.pdf.
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The President’s Scientific Integrity Memorandum assigns the Director of the Office of Science and
Technology Policy “the responsibility for ensuring the highest level of integrity in all aspects of the
executive branch's involvement with scientific and technological processes.” Consequently, I will be
contacting your office to arrange a meeting with yourself or a designated appointee to discuss the paper
and agency adherence to the Scientific Integrity directive.

Sincerely,

le

Jim Tozzi
Member, Board of Advisors

cc: The Honorable Cass R. Sunstein, Administrator, Office of Information and Regulatory Affairs

Attachment — “Auctioning Healthcare: The Need for a Clinical Trial of CMS’ Competitive Bidding
Program for Durable Medical Equipment”
http:/iwww theere.com/pdfi AuctioningHealtheare. 201 2.CRE.pdf
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Statement for the Record Submitted on Behalf of
the Council For Quality Respiratory Care

U.S. House of Representatives Subcommittee on Health
Committee on Ways and Means

Hearing on the Medical Durable Medical Equipment Competitive Bidding Program
May 9, 2012

The Council for Quality Respiratory Care (CQRC) appreciates the opportunity to submit this written
statement for the record of the May 9, 2012, House Ways and Means Health Subcommittee hearing
examining the Medicare Durable Medical Equipment, Prosthetics, Orthotics, and Suppliers
(DMEPOS) Competitive Bidding Program. CQRC applauds the Subcommittee’s Leadership and
Mecmbers for holding this hearing to Icarn morc about the impact of the program on paticnts,
suppliers, and Medicare expenditures.

The CQRC supports the competitive bidding program for durable medical equipment, if
implemented appropriately. We oppose efforts to delay or repeal the program that would
result in cuts to the home respiratory therapy benefit.

The CQRC is a coalition of the nation’s eight leading home oxygen therapy providers who have
served beneficiaries in the Medicare DMEPOS program for more than 30 years, as well as DMEPOS
manufacturing companies. Together we provide in-home patient services and respiratory equipment
to more than 600,000 (the majority) of the more than one million Medicare beneficiaries who rely
upon home oxygen therapy to maintain their independence and enhance their quality of life. Our
members also employ approximately 36,000 people in the United States.

The CQRC has sought to work with CMS to address implementation issues identified during Round
I. Itis important to evaluate Round I and modify the requirements for Round II to address problems
that arosc during that initial phasc of the program.

We strongly urge the Subcommittee to monitor the Round 1l competitive bidding process to
ensure the bidding requirements are applied to all bidders.

In Round 1, not all contract suppliers were able to provide services on day one of the contract
period. Our members were required to cover the gap to ensure beneficiaries received their life-
sustaining oxygen therapy as Round I went into effect because some winning bidders did not provide
services in the CBAs. In some instances, these suppliers offered to sell their contracts or companies
to our members because they did not intend to provide services in the CBAs. This practice results in
higher overall costs and threatens access to care for beneficiaries.
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These providers did not meet the CMS requirement that bidders “get licensed” and “get
accredited” and be ready to provide services on day one. CMS required for Round T and has
reiterated the requirement for Round IT that it will award contracts only “to suppliers that have all
state licenses at the time the bid is submitted...Every location must be licensed in each state in
which it provides services.” If a bidder has “only one Iocation and [is] bidding in a CBA that
includes more than one state, [it] must have all required licenses for every state in that CBA.” Ifit
has more than one location and is “bidding in a CBA that includes more than one state, [the]
company must have all required licenses for the product category for every state in that CBA.” CMS
also requires suppliers to “be accredited for all items in a product category in order to submit a bid
for that product category.” Most importantly, “[e]ach contract supplier must be ready to provide
services in the CBA [competitive bidding area] or nationwide...on day one of the contract period.”

If a bidder does not meet the CMS bidding requirements, it should not be permitted to hold or
sell the contract and the bid amount should be recalculated to account for the change. Based
upon the experience of our members, it appears that CMS has not enforeed this requirement,
otherwise, all of the winning bidders that have approached our members would have provided
scrvices in the CBAs in which they won contracts.

CQRC looks forward to working with Congress to ensure a rational, fair, and effective solution to
the severe problems caused by current auditing activities. Should you have any further questions,
please do not hesitate to contact Kathy Lester at (202) 457-6000.

CQRC Members

Aerocare Holdings, Inc.
American HomePatient, Inc.
Apria Healthcare
Linecare Holdings
Pacific Pulmonary Services
Rotech Healtheare, Inc.
Philips Home Healthcare Solutions
ResMed Inc.
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Dr. Lawrence I Brant
Name: Dr. Lawrence | Brant
Address: 10248 E| Caballo Court, Delray Beach, FL 33446
Phone Number: Home: 561-637-4003
Contact E-mail Address: [awrenceibrant@bellsouth.net

Title of Hearing: Medicare Durable Medical Equipment Competitive Bidding Program
Wednesday, May 09, 2012

Dear Ways and Means, Health Committee Members,

| am an eighty year old Medicare beneficiary, with type 2 diabetes and |1 am a victim of Round One of
Medicare’s bidding program. | have used diabetic testing supplies daily for the past 12 years and | reside
in Delray Beach, Florida, part of the Miami Bidding Area. | felt compelled to submit written comments to
set the record straight about my ordeal trying to get diabetic supplies from bid winners in my area. [ am
now receiving supplies, hand delivered from a local non-winning provider, but | have concerns when the
national mail order program begins next year and my current provider will not be able to hand deliver my
diabetic testing supplies anymore.

For years | never worried about receiving my diabetic testing supplies, because my son owned an
accredited home medical company in South Florida. Unfortunately, my son’s company was awarded a
contract in the Oxygen category, but ended up closing his company on April 30, 2011; and that's when
my problems began.

Despite testimony in your hearing from Mr. Laurence Wilson, | did not have “stockpiles of diabetic testing
supplies on my shelf.” As a matter of fact, even though my endocrinologist gave me a prescription to test
twice a day (which | sometimes do), my own son refused to provide me and bill Medicare that quantity.
That is because, as my son explained, the doctor’s notes did not specifically detail the precise wording for
medical need in her notes required by auditors. | know that Medicare previously audited my simple one-
test-a-day order and on several quarterly supplies | received, my son’s company was never paid.

When the last 90 day supply provided by my son’s company began to run out, | could not find a bid
winner willing to provide my brand. | repeatedly called the 1-800-MEDICARE number and was given a list
of companies that were supposed to help me. Some bid winners did not answer their phones and others
just had an answering machine. Finally, one company contacted me back, but said that they could not
provide my brand of strips. | was very surprised because about four years earlier, | had to give up the
brand my doctor first prescribed. It was a very popular brand advertised on television, but about four
years before competitive bidding began, my son told me that cuts in Medicare reimbursement meant he
would have to take a fifty dotlar loss for my quarterly supplies.

My son switched me to a brand that he said that he would not take a loss on and it worked very weil.
Unfortunately, the one bid winner that was willing to work with me said that he could not provide me my
regular brand of testing strips because it cost more than the Medicare reimbursement. My son told me
that the bid winners are required to provide the brand | need and that | should call 1-800-MEDICARE to
complain. | called back 1-800-MEDICARE several times to complain and was redirected over and over
again but was unable to record my complaint with anyone.

Desperate for my diabetic testing supplies, | decided to switch to the brand now offered from the bid
winner and it did not work properly and forced me to waste test strips. The glucometer was very
cumbersome, bulky and hard to use. | wasted one out of every three strips because if you did not hit the
blood on the tip of the strip properly, it did not work. | would have called back Medicare to complain, but is
anyone listening?
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My son ended up contacting the manufacturer for the brand that | have used for the past four years, and t
was referred to a company willing to drive the supplies to my home, and therefore bill Medicare at the
non-bid rate. Unfortunately | am told that “loophole” will end when the program expands nationally on July
1, 2013. Then what am | supposed to do?

Can you please have Mr. Wilson answer that question for me?
| kindly ask the committee members to contact beneficiaries like me from Round One and find out what

we think about Medicare’s bidding program and consider changes to the program so | do not have to
relive the same scenario next year.

Respectfully submitted,

Dr. Lawrence { Brant
Delray Beach, Florida
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Health Industry Distributors Association

HEALTH INDUSTRY DISTRIBUTORS ASSOCIATION

Statement
of the
Health Industry Distributors Association (HIDA)

to the

House Ways & Means Health Subcommittee

Mediecare’s Competitive Bidding Program for

Durable Medical Equipment, Prosthetics, Orthotics and Supplies (DMEPOS)
May 23, 2012

On behalf of the interests of over 600 medical-surgical products distributor companies operating throughout the
United States, the Health Industry Distributors Association (HIDA) commends the Ways & Means Health
Subcommittee for convening a hearing on Medicare’s competitive bidding program for durable medical equipment,
prosthetics, orthotics and supplies (DMEPOS) to explore the program’s impact on patients and providers.

Founded in [902, HIDA is the professional trade association representing medical-surgical products distributors.
Our members deliver life-saving healthcare products to more than 220,000 points of care including over 195,000
physician offices, 5,700 hospitals, and 16,000 nursing home and extended care facilities throughout the nation.
HIDA’s members are committed to promoting safety and cost savings within the healthcare supply chain.

The majority of distributors are small businesses. Over a quarter of the industry earns annual revenues under $1
million dollars. The healthcare distribution sector employs 65,000 people nationwide and ranked 39" out of 52 U.S.
industries in relative annual profit margins by Fortune magazine. Distributors’ average 1.3% annual profit margin is
among the lowest in healthcare, requiring distributors to operate at cxtremely high levels of cfficiency.

HIDA is committed to efforts to ensure that Medicare beneficiaries, specifically those residing in skilled nursing
facilities (SNFs), continue to have uninterrupted access to life-sustaining medical products. As such, we write to
express our concerns about the competitive bidding program’s impact on SNFs and the patients they care for.
Specifically, HIDA reccommends:

* A third party validated study of the competitive bidding program’s application to and impact on SNFs be
conducted prior Lo the program’s expansion nationwide; and

¢ The exclusion of enteral nutrients, equipment and supplics from Round Two of the competitive bidding
program until the program’s impact on SNFs and their patients is fully evaluated and understood.

Transitioning to a competitive bidding program for DMEPOS items and services raises many serious questions
related to cost, access and beneficiary protection. SNF patients are among the nation’s most ill and frail. They

TREAMLINING HEALTHCARE
1515 - : wwwstreamiiningheaithcare.org
+ www HIDA org : .

310 Montgome:
Phona: (703) 5

Strest + Alaxandria, VA 223
2432 « Fax (703 5486
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require 24/7 direct clinical coordination and care by nurses, doctors and other trained healthcare professionals,
including long-term care specific enteral nutrient suppliers. The level of care required to support the healthcare
needs of these patients must not be inadvertently threatened or compromised.

Impact on SNFs must be assessed

A third party validated study of the competitive bidding program’s specific impact on SNFs must be conducted
before the program further expands. The Government Accountability Office (GAO) recently released a report to
Congress reviewing the first year of Medicare’s DMEPOS competitive bidding program; however, it fails to
provide a complete analysis of the program’s specific impact on SNFs and their patients’ access to quality enteral
nutrition therapy. As CMS moves toward expanding the competitive bidding program from nine to 100 MSAs, it is
essential to assess how the program has impacted this vulnerable patient setting.

It is apparent that the competitive bidding program was designed with the home care setting foremost in mind, yet
SNFs care for the bulk of Medicare beneficiaries receiving enteral feeding for life-sustaining nutritional support.
Mr. Laurence Wilson, CMS’ Director of Chronic Care Policy, acknowledged this reality in response 1o a question
posed by Representative Bill Pascrell (D-NJ) on the program’s impact on SNFs during the May 9, 2012, Health
Subcommittee hearing. Mr. Wilson stated that the only product category reimbursable under Medicare Part B
impacting SNFs is enteral nutrition therapy (tube feeding).

Residents in SNFs often are more impaired than home care patients and they require a more complex regimen of
care for enteral nutrition therapy than home care patients. Enteral patients in SNFs have dietary needs that change
more frequently than most home care patients, thus requiring an enteral nutrition supplier that can readily address
their special needs.

The competitive bidding program has interfered with a SNFs’ ability to make decisions regarding the enteral
nutrition needs of their residents. During the Round One rebid of the competitive bidding program a SNF had to
submit and win a bid to continuc providing cnteral nutrition (o its residents, or contract with a supplier from a list of
bid winners in their respective metropolitan statistical area (MSA). Very few nursing homes won a bid to provide
enteral nutrition to their own residents. Furthermore, many SNFs were forced to terminate long-standing
relationships with theit local long-term care specific enteral nutrient suppliers. These incidents raise a number of
issues unique to the nursing home setting that must be evaluated prior to expanding the program nationwide.

Enteral nutrition therapy is not well-suited for competitive acquisition

Moving to a national competitive bidding program for DMEPOS items and services, specifically the inclusion of
cnteral nutrition therapy, raiscs many scrious questions related to aceess, beneficiary protections, and market-based
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competition. Taking these factors into consideration, HIDA recommends the exclusion of enteral nutrients,
cquipment and supplics from Round Two of the competitive bidding program until the program’s impact on SNFs
and their patients is fully cvaluated and understood.

The level of care involved in delivering enteral nutrition therapy, commonly called tube feeding, must not be
undermined by the competitive bidding process, nor should it compromise the life-sustaining nourishment to
patients who cannot swallow because of severe or permanent medical problems. Patients are fed specialized
nutritional formulas through a tube which is tbreaded through the nose, or a surgical opening, and leads directly to
the stomach or intestine. Certain requirements must be satisfied in order to trigger Medicare Part B coverage of
centeral nutrition in a SNF. First, the beneficiary must have a permanent functional impairment of the
gastrointestinal tract. Second, enteral nutrition therapy must be deemed reasonable and necessary for the
beneficiary. Third, the beneficiary must require tube feeding to maintain weight and strength commensurate with
his or her overall health status. In these instances, Medicare Part B covers claims for enteral nutrition, along with
the supplies and equipment necessary for administration (i.e., infusion pumps, intravenous poles, feeding supply
kits and tubing).

Disregarding the qualifications and experience of a supplier of enteral nutrition therapy could lead to health
complications and unintended consequences for beneficiaries. Many SNF suppliers have dicticians and clinical
nursing consultants on staff. Typically, the enteral products are standardized to SNF residents based upon cach
SNF’s specific clinical protocol. As currently devised, the competitive bidding program allows supplicrs with no
previous experience or familiarity with institutional settings or the enteral nutrition product category to service
SNFs. SNF patients are at risk ot developing subsequent illnesses - requiring a more expensive form of care - if
their nutritional status and food security diminish.

Given the complexitics involved with the SNF provider setting and the enteral product category, CMS stated in its
2004 Report to Congress on the 1999-2002 Florida and Texas competitive bidding pilot demonstration projects that
cnteral nutrition therapy “was not well-suited for a competitive acquisition program.” The agency recommended
that the product category be excluded from future rounds of competitive bidding. Given this recommendation and
the fact that the SNF setting was not the intended target of competitive bidding, we question why the agency chose
to include enteral nutrition therapy in both the first and second rounds of the program.

Thank you for reviewing our concerns and considering our comments. We appreciate the opportunity to suggest
important modifications to the competitive bidding program that should be implemented to ensure that patients and
providers continue to have uninterrupted aceess to life-sustaining medical products.
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Independent Medical Supply Inc.
185 E. Indiantown Road #106
Jupiter, F1. 33477-5071
(5621)744-9074

5/8/12

Dear Representatives,

I'am the owner of a family owned and operated medical supply store located in Jupiter Fl. We have
serviced our community for 24 year’s. We are located in the current Competitive Bid 1 arca. I have written you to
request your support in the introduced Market Pricing Program proposed to negate the CB1 and CB2 program for
Medicare reimbursements of medical supplies.

As Medicare continues to tout all the positive savings in the current program they fail to acknowledge the
lack of transparency and unfairness of the program. [t is not unusual for us to deal with its deficiencies on a daity
basis. T receive calls from as far away as Miami {90 miles) with requests for help because Medicare patients are
doing without medical supplies they need or are paying for supplies out of pocket in order to receive them. For many
this is a burden they can’t afford. Many do without or reuse the supplies they need. This can lead to greater medical
costs and physical harm to the patient. Many elderly do not complain to the very people that are able to correct the
problems of the system. They are intimidated by the aspect of contacting their representatives or spending a large
amount of time on the telephone with Medicare only to be shuffled along without any resolution offered by
Medicare to their problems. This gives the false impression of fewer complaints than are a true representation of the
program. We are the first line of contact for them to voice their frustrations and concerns yet Medicare refuses to
listen or acknowledge our voices when contacted about these problems. Medicare’s saving is on the backs of our
seniors and medically needy.

The original CB1 Program was changed due to the unfairness of the program only to be replaced with a
program just as, if not more flawed then the first. This unfairness is true for both patients and suppliers. Many of us
have been forced to send our long time community patients to suppliers located at longer distances for them or their
caregivers to travel.

Many of the contracted suppliers have refused to supply products due to such low reimbursement amounts
or are not even located in the areas they bid let alone the same state. Many local suppliers like niyself were excluded
from being able to compete because of system failures rather than anything created by the supplier. Even more have
had to shut their doors because of this flawed system.

Please investigate these flaws not by Medicare’s account of how well it is doing but by the people who are
forced to fotlow them. Only then will be able to correct and create a system that will serve the very people who have
contributed to the Medicare fund, be transparent for the companies forced to obey them and be able to utilize
Medicare’s resources to its fullest without unnecessary waste.

Thank you for your time and interest in these matters,
Sincerely,
Sherrill B. Miller
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JAMES

Keeping Members Informed

Comments for the Record
From the
Jersey Association of Medical Equipment Services (JAMES)
On behalf of its Members

In Support of Hearing by the House Ways and Means Sub-Committee on Health
Held
Wednesday, May 9, 2012 at 9:00 am

Summary Statement

Chairman Herger, Ranking Member Stark, members of the Committee, the Jersey
Association of Medical Equipment Services (JAMES) submits the following comments for the
record regarding the hearing by your subcommittee on the flawed competitive bidding program
for durable medical equipment, prosthetics, orthotics, and suppliers (DMEPOS). We are a trade
association representing and supporting the durable medical equipment (DME) supplier
community of New Jersey.

Our membership has raised serious concerns with the program for several years with our
legislators, and has solicited their support as co-sponsors on legislation that would repeal the
flawed bidding program. H.R. 1041, the Fairness in Medicare Bidding Act (FIMBA) has the
support of six New Jersey House members.

New Jersey is significantly impacted by the competitive bidding program, as we have 17
out of 21 countics divided up amongst the four competitive bid arca’s (CBA’s) that ecncompass
the state. Two of the four CBA’s cross state lines and force New Jersey DMEPOS suppliers to
commit to doing business in Pennsylvania, Delaware and Maryland, if they are awarded a
contract.

One of the most critical issues with competitive bidding is the apathetic lack of
understanding of how the DME industry conncets with other healthcare providers and functions.
The DME supplier community is made up of providers who serve a local service area, sometimes
as small as a few miles in any area. The bidding process of requiring a bid winner to serve the
entire CBA is in itself exclusionary. An accredited provider serving the southern part of New
Jersey would find it physically impossible to serve the portion of Maryland included in the CBA
in a timely manner. Expecting that same supplier to subcontract in order to stay in business
would require business expertise far beyond the abilities of most small businesses.

The first real challenges our members faced with the competitive bidding program
occurred last August when the Centers for Medicarc & Mcdicaid Scrvices (CMS) announced the
Round 2 specific zip codes and product categories. Suppliers located in the southern portion of

Comments for the Record - JAMES
LPuge
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the state received confirmation that if they wanted to submit a bid to potentially continue to
service their share of New Jersey’s 1.4 million Medicare beneficiaries, they would need to plan
to expand their operations to service areas in Pennsylvania, Delaware and Maryland. Their first
commitment to this potential expansion was one that posed significant regulatory burden as they
prepared their businesses for interstate commerce in a healthcare-related industry. The web of
state regulations for DME suppliers varied by state; numerous licensing boards and regulatory
agencies gave conflicting information, and the licensing resource provided by CMS was one that
changed frequently without notice to DME suppliers. Complex out-of-state license application
requirements and processing timeframes led JAMES to request relief from our legislators, and
ultimately, CMS acknowledged challenges existed related to regulatory licensure requirements
and granted a licensure delay.

Similar barriers to access did not apply to DME companies outside of New Jersey, as our
licensing requirements are minimal. The program, as currently designed, allows a DME supplier
to bid to service a CBA without the need for a physical presence in the CBA. It is possible,
based on the results the industry saw from Round 1, that many New Jersey DME companies
were not only submitting bids to compete against established companies in their current
marketplace, but also unknown out-of-state DME suppliers. Our association office fielded many
calls from DME suppliers throughout the country inquiring about the restrictive nature of the
regulations enacted by our State Board of Respiratory Care. These companies were ultimately
working to devise a plan to circumvent the true intent of our regulations by utilizing minimal
efforts to show compliance, if awarded a contract for oxygen and CPAP product categories.
Considering our regulations set forth by the State Board of Respiratory Care are based on patient
safety, this has raised significant concerns for our members.

While attending a recent legislative event in the state, our association’s representative had
the opportunity to speak with many New Jersey small business owners. It is apparent that our
small business base is still struggling to overcome the economic challenges of past years, and the
competitive bidding program, as currently designed will provide additional challenges. A study
conducted on potential supplier closure and job loss in the CBA’s that impact New Jersey reveal
there is a potential for the loss of 1,483 suppliers and 14, 831 jobs.! Medicare beneficiaries will
experience access delays due to the magnitude of the dismantling of the New Jersey DME
industry.

Unsustainable reimbursement rates, based on Round [ outcomes, will further plague the
DME suppliers who are successful at winning contracts. A recent study released discusses how
lower medical equipment reimbursements have lead to the quality of such products degrading to
the point where the patient is impacted by lesser-quality devices. While we are supportive of
fiscal responsibility to protect the longevity of the Medicare program, we believe there are
alternative ways to reflect updated pricing structures that will produce cost-savings for the
Medicare program. It should be noted that CMS has ample authority to adjust prices to meet
market demands without implementing such a devastating program. The concept of this
misguided program came about because the creators did not understand the DME industry and
how the network of over 100,000 suppliers has been woven into the fabric of healthcare in
virtually every community. The businesses, small and large, live and work in neighborhoods
where it is literally, “neighbors serving neighbors™. It is not possible to move away from that

! The VGM Group. DME Competitive Bidding Will Cost More Than 100,000 Jobs. Informational brochure, 2010.

Comments for the Record - JAMES
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concept without harming everyone involved, inctuding the patient, the physician, and every other
component of healthcare that touches that patient.

Recent announcements by the Department of Health and Human Services regarding the
finalization of the Community First Choice rule indicate the agency is committed to keeping
patients in their home environment — a true cost-savings measure. We applaud this initiative, but
at the same time exercise caution as we are concerned that the competitive bidding program will
eliminate the very infrastructure needed to support the Community First Choice option.

As New Jersey DME suppliers await the remainder of events in the Round 2
competitive bidding timeline, our association is very concerned about competitive bidding and
will work with our members of Congress to help meet the stated goals for this program following
repeal. JAMES can offer alternatives that will both reduce fraud and abuse, and reduce program
costs by applying realistic solutions.

Wendy Russalesi
Executive Director

PO Box 38 = Jjackson, New Jersey 083527 « P; 732.503.5665 F; 732.833.202%

Comments for the Record - JAMES
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The National Association for the Support of Long Term Care (NASL)
submits this statement to the House Ways & Means Subcommittee on Health
for its May 9, 2012 hearing on the Medicare Durable Medical Equipment
Prosthetics, Orthotics, and Supplies (DMEPOS) competitive bidding
program.

NASL represents providers and suppliers of products, medical supplies,
diagnostic testing, professional services, therapy, and information systems
for the long-term and post-acute care (LTPAC) industry, as well as LTPAC
providers. NASL members include suppliers and manufacturers of durable
medical equipment, prosthetics, orthotics and enteral nutrition, providers of
physical, occupational, respiratory and speech-language pathology therapies,
and health information systems developers.

Simply stated, NASL remains concerned that the Medicare competitive
bidding program needlessly forces quality suppliers out of the Medicare
program. It is poorly structured and, we believe, ultimately is destined to
fail, thus creating serious access and quality issues for Medicare
beneficiaries in need of DMEPOS products and services. Briefly, our
principal concerns are the following:

¢ Under the current competitive bidding system, 50% of the “winning”
bidders must accept payment levels that are below their bids, which is
directly contrary to the basic rules of competitive bidding programs
conducted elsewhere in the federal government. Thus, the Centers for
Medicare & Medicaid Services’ (CMS”) competitive bidding program
does not accurately reflect the market for a particular product category
in a particular geographic area. Despite the description of the
program as market-based, it really is nothing more than an arbitrary
fee schedule that is applied to a reduced number of participating
DMEPOS suppliers.

¢ The combination of allowing non-binding bids and inviting
inexperienced suppliers to bid for the contracts has resulted in further
distortions of the market, which is only accentuated when some of the
lowest bidders walked away from the program but their bids still
influenced the competitive bidding payment amounts.

* (CMS has not made public the level of information necessary to gauge
how successful the competitive bidding program really is in terms of
patient access to quality care. For example, CMS has not responded

1
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to the request of the Program Advisory and Oversight Committee
(PAOC) for information in 2011 that would enable the PAOC to
assess the impact of the competitive bidding program on beneficiaries
and suppliers. Preliminary analyses performed by outside economists
have at least raised the question that the reduction in utilization of
DMEPOS products and services in the competitive bidding areas may
be adversely affecting Medicare beneficiaries’ access to medically
necessary care. Round Two of the program, which is a ten-fold
increase in the scope of the competitive bidding program, should not
be undertaken until CMS demonstrates that patient access to care has
not been compromised.

In addition to these basic concerns that are shared by virtually all DMEPOS
suppliers, NASL wishes to raise particular issues that result from the
application of the competitive bidding program to products provided in
nursing facilities. One of the product categories that was included in Round
One and expected to be in Round Two of the competitive bidding program,
enteral nutrition, is primarily provided to residents of nursing facilities. This
presents issues that go far beyond the scope of the competitive bidding
program, as explained below.

Enteral nutrition involves the provision of nutrients by tube into a patient’s
stomach or intestine. It is prescribed by physicians for patients whose lowei
gastrointestinal tract functions normally but who are unable to swallow, whc
have a gastric obstruction or who cannot otherwise ingest adequate amounts
of food and fluids by mouth. Medicare Part B covers enteral nutrition
formulas, supplies and equipment under the prosthetic device benefit when
enteral nutrition is necessary for the patient to maintain weight and strength
commensurate with his or her general condition.

It is noteworthy that enteral nutrition was not tested successfully during the
two demonstration projects that preceded the enactment of the Medicare
Modernization Act of 2003, which created the competitive bidding program
for DMEPOS items and services. In fact, enteral nutrition was removed
from the Polk County, Florida demonstration, in large part, we believe,
because most enteral patients in that county resided in nursing facilities.
This created complications that CMS did not want to address at that time.

Nursing facilities have a special relationship with their residents. In most
instances, the nursing facility is the resident’s home. The nursing facilities

2
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are responsible for providing complex nursing and rehabilitative therapy
services involving an array of clinicians, providers and suppliers to meet
patient health care needs, and the facilities are held accountable for the
quality of these services. Nursing facilities must meet detailed conditions of
participation to participate in the Medicare and Medicaid programs as well
as a wide array of additional federal and state requirements regarding patient
safety and quality of care. Because of their multiple responsibilities in this
regard, nursing facilities traditionally have established long-standing
relationships with selected suppliers based on experience, and suppliers
understanding of the fragile and medically complex patient that relies on the
nursing facility for care.

For these reasons, many nursing facilities were extremely concerned that the
competitive bidding program would force them to admit unfamiliar suppliers
into their facilities to provide services, supplies and equipment to their
residents. NASL agrees with nursing facilities on this point — that the
facilities must be able to select the suppliers that the facilities believe can
best enable them to meet resident needs and comply with applicable
standards. Unfortunately, the competitive bidding program has interfered
with their ability to make these decisions regarding the enteral nutrition
needs of their residents, and has disrupted ongoing relationships that had
worked to the benefit of their residents. The fact that grandfathering (i.e.,
permitting non-winning bidders to continue to provide care to their current
patients if they accept the competitively bid rates) was not extended to
enteral nutrition ensured that every nursing facility that did not win a bid, or
where the particular nursing facility’s enteral nutrition supplier did not win
the bid, had to find a new enteral nutrition supplier.

In addition, the provision of enteral nutrition therapy in nursing facilities
differs from the provision of therapy in patients’ homes. Residents in
nursing facilities often are more impaired than home care patients and
require a different regimen of care. Enteral patients in nursing facilities have
dietary needs that change more frequently than most home care patients,
thus requiring an enteral nutrition supplier that can readily address their
special needs. An enteral supplier that has had no experience working with
the complex medical needs of nursing facility residents may not be an
adequate replacement for a supplier that has had years of such experience.

We do not believe there has been adequate scrutiny of the application of the
competitive bidding program to nursing facility residents. We urge

3
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Congress to require CMS to provide the data to the Government
Accountability Office for its required analysis of the competitive bidding
program, and the public, to address the following issues:

* Changes in treatment patterns of enteral nutrition patients in nursing
facilities in competitive bidding areas, and whether the use of new
enteral nutrition suppliers has increased nursing facility costs for the
care of their enteral nutrition patients;

¢ Observations from nursing facilities’ clinicians as to any diminution
in quality of enteral nutrition therapy provided to their residents;

* Incidence of re-hospitalization of nursing facility residents in need of
enteral nutrition in competitive bidding areas in 2011, compared to the
re-hospitalization rates in those areas in 2010; and

*  Whether the new enteral nutrition suppliers providing enteral nutrition
to nursing facility residents had previous experience in treating
nursing facility residents.

In addition, we request that Congress require CMS to grandfather all patients
and products involved in the competitive bidding program in any future
expansion or extension of the program.

Additional Recommendations

We join with numerous other commenters in advocating for the adoption of
the concept of the Market Pricing Program developed by the DMEPOS
industry. We believe that better definitions of the professional services and
related costs for the provision of DMEPOS, along with a fairer and more
reasonable bidding regimen that will accurately capture market prices, will
be a dramatic improvement over the current competitive bidding program.

If Congress decides to continue with the current competitive bidding
program, then we urge Congress to correct the deficiencies in the program
we have identified in this statement. In addition, we urge Congress to
modify the planned product categories for the Round One Re-Compete,
scheduled to go into effect in 2014 for the original nine competitive bidding
areas. CMS intends to group certain unrelated product categories into larger
categories. For example, CMS intends to create a new “General Home
Equipment and Related Supplies and Accessories” category that will
encompass hospital beds and related accessories, group 1 and 2 support
services, transcutaneous electrical nerve stimulation devices, commode

4
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chairs, patient lifts and seat lifts. Many suppliers provide some but not all of
these items. As a result, this will lead to several disturbing problems:

* This approach unfairly favors large, “one-stop shop™ operations,
which ultimately will be anti-competitive.

* Specialty or niche suppliers that have significant experience and
enviable track records for quality for one or several of the items will
be at a distinct disadvantage in the bidding for all of the items in this
category.

* To survive in this bidding process, small or niche suppliers will have
to increase the degree of subcontracting to cover the wide array of
products in the category. Subcontracting increases the possibility of
patient and provider confusion, disruptions in care and similar issues.

* For those suppliers that choose not to subcontract to provide the full
array of items in this category, they must attempt to become proficient
and efficient in product areas with which they do not have experience.
We believe the Medicare program should be providing incentives to
suppliers to provide services and products in areas where they excel,
instead of encouraging suppliers to experiment in other product areas.

The DMEPOS competitive bidding program must be designed to still
produce savings for the Medicare program, and not diminish the quality of
products, supplies and services for the patient. Therefore, we thank the
committee for bringing attention to the issue by holding this hearing and
urge Congress to complete a full analysis of the competitive bidding
program before it expands the program to 91 Metropolitan Statistical Areas.
NASL, is an organization that represents suppliers and manufacturers of
durable medical equipment, prosthetics, orthotics and enteral nutrition,
stands ready to be a resource, as you carry out the important work relating to
the competitive bidding program.
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The National Association of Chain Drug Stores (NACDS) thanks the Members of the
Subcommittee on Health for consideration of our statement for the hearing on “The Medicare

Durable Medical Equipment Competitive Bidding Program” to understand how the program

is impacting patients, suppliers and program expenditures.

In 2003, Congress created the Medicare Part B competitive bidding program for durable
medical equipment (DME). While diabetes testing supplies (DTS) are considered DME
under the Medicare program, the Centers for Medicare & Medicaid Services (CMS) has
intentionally and wisely excluded diabetes testing supplies furnished by retail pharmacies
from competitive bidding, thereby ensuring beneficiary access to these vital supplies.
Without this exclusion, it is highly unlikely that retail pharmacies would be able to furnish
DTS in Medicare, since competitive bidding reimbursement rates are below DTS product
costs for retail pharmacies. Limiting access to DTS will lead to poorer health outcomes and

escalating costs of care.

Early evidence suggests that beneficiaries requiring diabetes testing supplies and living in a
competitive bidding area under Round One of the program have actually shifted towards
obtaining their DTS from their local community pharmacy. If this is the case it would
indicate that mail order providers participating in the program are unable to provide the
needed supply of DTS, a situation that would only become increasingly problematic should
the beneficiary option to use the retail setting be eliminated. It is necessary that retail
pharmacies be maintained as a safety valve for beneficiaries in competitive bidding areas.
NACDS urges a comprehensive review of Round One of the Competitive Bidding Program
(CBP), with a particular focus on access to DTS, including a review of beneficiary health
outcomes and the ability of mail order suppliers to provide beneficiaries with their choice of

supplies in the competitive bidding areas.

Chain pharmacies, which make up 66% of retail community pharmacies, are a vital access

point for both diabetes testing supplies and prescription medications. Maintaining access to
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diabetes testing supplies at local pharmacies allows seniors to access all of the equipment and

prescription drugs they need to manage their disease from a single source.

Pharmacists are uniquely qualified as medication experts to work with patients needing
medical supplies such as diabetes testing supplies. Pharmacists play a key role in ensuring
patients use their supplies in the most proper and meaningful way. Including retail
pharmacies in the competitive bidding program will limit the number of options available to
beneficiaries. This will also prevent some beneficiaries from continuing the relationship with
pharmacists they have been using for years. Beneficiaries should have the continued ability
to obtain their medical supplies from pharmacies with which they have a long-standing
relationship.

One-on-one patient consultations provided by local pharmacists are often the first
opportunity to identify other chronic illnesses and changes in patients’ conditions, and these
consultations often result in early detection, referral and treatment. Continued participation of
community retail pharmacies in serving Medicare patients with medical supplies such as

DTS should therefore be a priority of the Medicare program.

In addition to resisting moving any segment of retail pharmacy into the Medicare competitive
bidding program, NACDS urges the following future actions under the Competitive Bidding
Program to ensure beneficiary access to all retail locations which are critical to access and

care coordination for diabetes patients:

* Avoid proposals that reduce reimbursement for diabetes testing supplies
obtained at a retail pharmacy to the level provided to mail order suppliers
participating in the competitive bidding program, given that such an approach
would not reflect the health-improving, cost-saving value of retail pharmacy

services.
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¢ Consider alternative approaches which would produce program savings without
compromising beneficiary access and health, such as moving coverage of

diabetes testing supplies from Medicare Part B to Part D.

Do Not Lower Reimbursement for Retail DTS to Mail Order Levels

NACDS is concerned with proposals which would lower the reimbursement rate for diabetes
testing supplies obtained at retail pharmacies to the level paid to mail order suppliers in the
CBP. Such an approach does not take into consideration the added value, in terms of
improved health and reduced costs that result from services provided by retail pharmacies.
This reimbursement reduction would hurt access to care and severely limit the valuable role
of pharmacist-patient interactions in reducing overall program spending. Such reduced
access and the elimination of face-to-face pharmacist counseling will lead to under-testing,
decreased medication adherence, poorer outcomes, and increased overall costs. We urge the
Subcommittee to advance healthcare proposals that not only improve patient outcomes, but
can be implemented in a manner that does not increase overall costs. Lowering

reimbursement for retail DTS would accomplish neither of these goals.

Move DTS From Medicare Part B to Part D

The Committee should consider moving diabetes testing supplies from Medicare Part B to
the Part D program. Prescription drugs related to diabetes, such as insulin, are provided to
Medicare beneficiaries through Part D. However, durable medical equipment such as
diabetes monitors, testing strips and lancets are provided to Medicare beneficiaries through

Part B. This results in difficulties coordinating care.

Diabetes supplies should be covered through the Part D benefit. This would mirror
commercial practices, would allow beneficiaries with diabetes to access necessary
medications and supplies from the same provider if they chose, and would reduce costs by
moving products to the more efficient Part D program, which continues to operate below

Congressional Budget Office (CBO) projections. Conversely, proposals to expand the
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competitive bidding program to include retail pharmacy-provided diabetes testing supplies
are inherently flawed, as they fail to take into account that fragmenting care for Medicare

beneficiaries with diabetes will inevitably result in increased costs.

CONCLUSION
NACDS thanks the Subcommittee for consideration of our comments. We look forward to

working with policy makers and stakeholders on these important issues.
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Att: Wally Herger, Chairman
Subcommitte on Health

Our company has been servicing medicare patients for almost 7 years and we pride ourselves in our
caring and efficient service to our patients.

We contracted with Agape Medical Management from Riverside. California to assist us in the submission
of our bid for round 2. They came highly recommended by invacare Supply Group. Their process is to
send you specific tasks, which we completed and they would enter all the data into D Bids. The bid
would be returned to us for accuracy and we would submit it to Medicare. We were bidding in 4 areas
and 7 catagories.

We had trouble communicating with this company. You could not get through to anyone, all voice mails
were full and no one called you back. At noon on March 30", we spoke to Don Hudson our sales person.
He assured me that we would have everything by 3P.M. EST. After that conversation we could not get
through to them. Our bids were never entered and we were unable to get into D Bids. When the CBA’s
started to populate, we were only able to complete 2 oxygen CBA’s, which | am sure you can see. We
called Agape first thing Monday morning only to be told they were closed. On Tuesday, April 3" we
were told that everyone was on vacation until April 9™

We have since been in touch with many companies who are in the same position as we are. We
contacted Elaine Hensley from Palmetto. She said she would forward our information to Medicare. Cara
Bachenheimer from Invacare advised us to contact John Blum and Laurence Wilson from Medicare.

Agape told us that the computers were so overfoaded that they could not complete the data entry. It
seems that they were trying to lower the playing field and if less people submitted bids, the remaining
companies would have a better chance. | don’t know the statistics from Round 1 but | am sure some
companies who did not get the bid went out of business. | am sure this will happen with round 2.

All we want is a chance to enter our bid.

This whole process cost a fortune to implement. You would have been better off just cutting the
reimbursements . Having less companies service these patients will also affect the quality of care given
to medicare patients.
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Chairman Herger, Ranking Member Stark and Members of the Subcommittee, on behalf of Smith &
Nephew, Inc., | would like to thank you for holding this important hearing on Medicare’s Durable
Medical Equipment competitive bidding program.

Smith & Nephew is a global medical technology business dedicated to helping improve people's lives.
With leadership positions in Orthopedic Reconstruction, Advanced Wound Management, Sports
Medicine, Trauma and Clinical Therapies, the Company has almost 11,000 employees and a presence in
more than 90 countries, including more than 4,000 employees in the United States. Annual sales in
2011 were nearly $4.3 billion.

Smith & Nephew’s Advanced Wound Management division makes a wide range of products designed to
help the healing process and improve patient guality of life. These include advanced films, foams and
polymeric gels that create a moist environment that encourages healing, and antimicrobial dressings
and ointments for treating and preventing wound infection. Potential benefits to patients include fewer
reapplications of dressings, less discomfort and pain, faster healing and reduced risk of complications.
Treatment is clinically effective, less time-consuming and contributes to improved outcomes, and is
therefore more cost-effective.

Each year, Smith & Nephew trains thousands of healthcare professionals, offering programs and
seminars from classroom to bedside. Smith & Nephew's research and development team is committed
to helping people regain their lives and continues to advance wound care solutions that help reduce the
human and economic costs of wounds.

Some of these products, in particular negative pressure wound therapy {NPWT), are paid for by
Medicare as durable medical equipment (DME). NPWT is one of the DME categories under Round 2 of
the competitive bidding program.
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The benefits of NPWT are the result of multiple mechanisms of action. When the therapy is applied, a
pressure gradient is created and results in physical forces being applied to the wound, removal of
edema, improved blood flow, and removal of bacteria and wound fluid. The combination of these
mechanisms stimulates the generation of new tissue and promotes wound healing. NPWT is a vital tool
for doctors and wound care specialists. Multiple clinical studies provide the evidence that NPWT helps
patients heal faster with a reduced risk of infections and complications.

Our testimony before the Subcommittee today focuses on two issues. First, we wish to express our
strong support for the concept of the DME competitive bidding program as a tool to encourage market-
based reimbursement while ensuring Medicare patient access to home medical equipment from an
ample network of qualified suppliers. In particular, we have some comments related to the Market
Pricing Program (MPP), which has the support of the American Association of Homecare, multiple
economists and auction experts from around the world.

We understand that Subcommittee has heard multiple stakeholders describe the various bidding
methodologies, but we believe the MPP more appropriately and transparently arrives at competitive
bids and ensures only legitimate suppliers participate.

| will not restate the details that the Subcommittee already has received from other stakeholders; but as
a company deeply impacted by the competitive bidding process, it is our experience that Medicare
patients benefit only when qualified bidders provide products in a financially sustainable bidding
program. We firmly believe that the MPP proposal developed by the independent auction experts
should receive serious consideration by both Congress and the Centers for Medicare and Medicaid
Services {CMS}.

Second, we commend CMS for the agency’s interpretive guidelines for CMS-approved accrediting
organizations. These entities will use the guidelines in accrediting suppliers that provide NPWT
equipment to Medicare beneficiaries. The guidelines provide important patient safety protections,
including specifications for suppliers to coordinate with the prescribing physician to confirm orders,
ensure equipment delivery with home health care providers, and perform all needed quality checks on
the various NPWT components. These final interpretive guidelines are a culmination of discussions
among NPWT manufacturers, industry associations, and CMS. We applaud CMS’s leadership in bringing
this process to a close.

In addition, CMS has provided assurances that the agency will track patient access to and outcomes
from NPWT, in both competitive bidding and non-competitive bidding areas, to enable the agency to
assess the effectiveness of the program following implementation. We believe this will allow
stakeholders to assess whether modifications are needed due to Medicare patient access concerns. We
appreciate CMS’s commitment to monitoring the impact of the program.
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Conclusion

Smith & Nephew, Inc., is confident that the competitive bidding process can be successfully
implemented on a broad scale, and we urge the Subcommittee to seriously consider MPP as a means to
establish market-based prices around the country. We believe that an appropriate bidding methodology
and strong guidelines for accrediting organizations will ensure that only qualified NPWT suppliers win
bids. This will achieve Medicare cost savings while ensuring appropriate access to care for Medicare
beneficiaries.

We appreciate the work of the Subcommittee and the efforts of CMS to implement a program that
lowers costs, maintains access to DME products for Medicare beneficiaries, and uses bidding methods
attracting only legitimate suppliers. We look forward to working with this Subcommittee and all
Members of Congress as the Medicare competitive bidding program is further implemented.

Questions? Please contact:

Paul A. Seltman | Senior Vice President | Government Affairs & Reimbursement
1090 Vermont Ave., NW, Suite 220

Washington, D.C. 20005

paul.seitman@smith-nephew.com

D 202-898-2016

M 202-441-2342

www.smith-nephew.com
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Introduction

My name is Paul Tobin and I am President and Chief Executive Officer of the United Spinal
Association. I previously served as the Association’s deputy executive director and was a
member if its Board of Directors from 1995 to 1996. I have also held a variety of other
managerial positions at the Association including hospital services officer, director of special
projects, and group director of benefit services. I earned my Bachelor of Science degree in civil
cngincering in 1991 from Manhattan Collcge. I later attended the U.S. Navy Officer Candidate
School in Newport, RI, from which [ was commissioned an ensign and joined the Civil
Engineering Corps. After sustaining a spinal cord injury in August 1993, I underwent
rehabilitation at the Castle Point Veterans Affairs Medical Center in New York. I have since
earned a Master degree in Social Work at Fordham University and am taking coursework for a
Master degree in Public Health Administration at Columbia University. My statement focuses
on the impact the Medicare Durable Medical Equipment, Prosthetics, Orthotics, and Supplies
(DMEPOS) competitive bidding program has on the spinal cord injuries and disorders
community.

United Spinal Association is a national non-profit organization founded by paralyzed veterans in
1946 and headquartered in New York. United Spinal has since provided service programs and
advocacy to improve the quality of life of individuals with disabilities across the life span living
with spinal cord injuries and disorders (SCI/D) such as multiple sclerosis, amyotrophic lateral
sclerosis, post-polio syndrome and spina bifida. There are more than a million individuals
throughout the country with SCI/D and to whom the Association’s work is dedicated. United
Spinal has more than 35,000 members and 68 chapters and support groups nationwide.
Throughout its history, United Spinal Association has devoted its energies, talents and programs
to improving the quality of life for these Americans and for advancing their independence.
United Spinal Association is also a VA-authorized veterans service organization serving veterans
with disabilities of all kinds.

Consumer Access to Quality Products and Services

Individuals with disabilities rely on access to quality products and services that enable us to be
contributing members of society by being employed and active in our communities. Access to
the right products and services fosters our independence and equality in the pursuit of happy
productive lives and dreams.

United Spinal Association has been monitoring the Medicare DMEPOS competitive bidding
program through the roll-out and implementation of the initial Round One that occurred in July
2008 through today. The Round One Rebid went into effect last January for nine areas across
the country: Cincinnati and Cleveland, Ohio; Charlotte, North Carolina; Dallas, Texas; Kansas
City in Kansas and Missouri; Miami and Orlando in Florida; Pittsburgh, Pennsylvania and
Riverside, California. United Spinal has heard numerous complaints from beneficiaries regarding
the Round one Rebid and its impacts on their preferred equipment and services from their trusted
providers. Some have had difficulty finding a local equipment or service provider. Others have
experienced delays in obtaining medically required equipment and services or longer than
necessary hospital stays due to equipment delays before discharging patients to home-based care.
Others have bemoaned their fewer choices when selecting equipment or providers and the loss of
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one-stop shopping and the quality of services. They also pointed out the confusing or incorrect
information Medicare provided to them about the changes while others felt totally ill-prepared.
The lessons from the Round One Rebid raise serious concerns about what will result in

Round Two next July when 91 additional areas will be affected across the west, midwest, south
and highly populated northeast regions of the United States. Cities included in Round Two
include the highly populated Chicago, Los Angeles and New York competitive bidding areas
(CBAs) all of which had to be subdivided into multiple CBAs. As a New York resident, I am
concerned about the impact on consumer access in the New York CBA which is divided into 5
subcategories and includes New Jersey and Pennsylvania. The subdivisions are: Bronx-
Manbhattan, NY; Nassau-Brooklyn-Queens, NY; northwest NYC metro, NJ; northern NYC
metro, NY; southern NY metro, NY-NJ; and, Suffolk County, NY. I can personally speak to the
hours that I spend stuck in traffic getting from point A to point B and this is a concern for me and
others within the disability community that rely on their durable medical equipment providers
and their assistive technology professionals to reach them in a timely manner. A consumer in the
Miami CBA informed us that she cannot move independently within her own house and had to
travel 60 miles to Miami to have her wheelchair fixed because there were no contract providers
in her immediate area. Additionally, consumer access is affected by the competitive bidding
program by the fact that small businesses may be unable to withstand the pricing model, leaving
fewer suppliers in the marketplace from which consumers can obtain needed equipment and
services over time, this will result in higher prices for the consumer service resulting in higher
prices for the consumer and larger companies consuming more of the marketplace.

For the Round One Rebid, 356 suppliers were awarded contracts to provide durable medical
equipment and supplies, including Standard (Power and Manual) Wheelchairs, Scooters, and
Related Accessories to Medicare beneficiaries in the 9 Round One Rebid competitive bidding
areas. Of the estimated 47 million Medicare beneficiaries, about 2 million beneficiaries that are
dependent on the competitive bidding program for coverage of products and services reside in
the nine competitive bidding areas.’ United Spinal Association will be sure to monitor closely
the number of contract suppliers that are available to Medicare beneficiaries with disabilities
under Round Two of the program in 91 additional areas.

Of 127,466 inquiries in 2011 that CMS claims it received, only 151 were classified as
complaints. CMS states that their pre- and post- implementation beneficiary satisfaction survey
did not reveal systemic beneficiary access or satisfaction problems with the competitive bidding
program. The agency also tracked health outcomes, including hospitalizations, physician visits
and deaths for beneficiaries potentially affected by the program. However. the data that needs to
be analyzed are the same consumer population sets pre- and post- bidding and health outcomes
data over the long-term looking at how that population is being impacted. Moreover, when is an
inquiry an inquiry versus a formal complaint? If a consumer inquires with CMS about why they
are having difficulties under the new program finding needed equipment and services, should
that not be registered as a complaint?

Recently, CMS’ Actuary Office found that Round 1 has reduced program expenditures by $202
million in 2011. CMS expects the competitive bidding program to save $43 billion over the next

" GAO Report, ‘Medicarc: Review of The First Year of CMS’ Durable Medical Equipment Competitive Bidding
Program’s Round 1 Rehid’, p.3.
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10 years, including saving beneficiaries $17 billion, referring to beneficiary co-pays. However,
these numbers do not take into consideration the health outcomes data of Medicare beneficiaries
over the long-term or the increase in insurance premiums. Individuals with disabilities who are
on Medicare, in many cases, do not call the federal government when a problem arises with their
equipment or services. Most consumers are concerned they might lose their government benefits
and are more likely to call their supplier or a family member or caregiver for assistance.

Another concern that T have is the implementation of the national mail-order program next July
due to the high incidence of diabetes within the SCI community. According to Dr. Jerome
Stenehjem, medical director of the Sharp Rehabilitation Center, San Diego, California, “[p]eople
with spinal cord disorders are more prone than most to developing type 2 diabetes.” A recent
survey published in the Journal of Spinal Cord Medicine states that overall prevalence of
diabetes in individuals with an SCI/D was 20% (3 times higher than in the general population).”
United Spinal Association will continue to monitor closely the impact that the competitive
bidding program has on the SCI/D community.

A report published in May by the American Journal of Physical Medicine and Rehabilitation
found that over 50 percent of wheelchair users experienced a breakdown in a six-month period.
"It is possible that this increase in the number of repairs is the result of a decrease in wheelchair
quality resulting from changes in reimbursement policies ........ ” write the researchers, led by Dr
Michael Boninger of University of Pittsburgh's Department of Physical Medicine and
Rehabilitation. They also found a significant increase in wheelchair breakdowns causing health
and safety consequences.’

Medicare needs to continue to work at educating the consumer about how best to find a supplier
and what a grandfathered supplier is. CMS admits that the Round One Rebid did not start
cleanly relative to information accuracy on the CMS website about contract suppliers and what
products they provided to beneficiaries. United Spinal looks forward to seeing an improved roll-
out for Round Two where far more beneficiaries will be affected. 1 would also like to draw
attention to the wheelchair repair and replacement regulations. Permanent residents within a
CBA are required to obtain replacement of all items subject to competitive bidding from a
contract supplier, including replacement of base equipment and the replacement of parts or
accessories for base equipment that is being replaced for reasons other than servicing of the base
equipment (such as the need for a different piece of equipment due to the beneficiary’s weight or
equipment usage). Without a strong education initiative, beneficiaries in need of wheelchair
repair and replacement may face significant access challenges to appropriate equipment and
services.

2 Spinal Cord Med. 2006; 29(4): 387-395. “Diabetes Mellitus in Individuals With Spinal Cord Injury or Disorder”

3 Am J Phys Med Rehabil 2012;91:00Y00. “Increases in Wheelchair Breakdowns, Repairs, and Adverse
Consequences for People with Traumatic Spinal Cord Injury”
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CONCLUSION

On behalf of the more than one million individuals throughout the country with SCI/D (spinal
cord injuries and disorders) such as multiple sclerosis, amyotrophic lateral sclerosis, post-polio
syndrome and spina bifida, I urge this committee to look closely at how the Centers for Medicare
and Medicaid Services is gathering data on the impact this program has on all consumers,
including people with disabilities and United Spinal Association will continue to monitor how
the program is impacting consumers. As the Government Accountability Office noted in its
testimony:

Although the first year of the CBP round | rebid has been completed, it is too soon to determine
its full effects on Medicare beneficiaries and DME suppliers. Although we found that the round 1
rebid was, in general, successfully implemented, our findings are based on the limited data
available at the time we did our study and for only the first year of the rebid’s contract period.
While the prevalence of grandfathered suppliers for some CBP rental items may have
ameliorated beneficiary access concerns during the first year, the number of grandfathered
suppliers will continue to decrease as rental agreements expire. Likewise, it is not yet known
whether any change in the number of subcontracting suppliers will affect beneficiary access....it
is important to continue to monitor changes in the number of suppliers serving CBP-covered
beneficiaries and trends in utilization of the CBP-covered DME.”

* GAO Testimony, ‘Medicare: The First Year of the Durable Medical Equipment Competitive Bidding Program
Round 1 Rebid’, p.6.
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