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June 30, 2006

Dr. Mark McClellan, MD, Ph.D.

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1270-P

Mail Stop C4-26-05

7500 Security Blvd.

Baltimore, MD 21244-1850

RE: Comments on “Low Vision Aid Exclusion” in Proposed Rule R ardin

Medicare’s Competitive Acquisition for DMEPOS and other Issues (CMS-
1270-P):

Dear Dr. McClellan:

The ITEM Coalition would like to focus our comments on the DMEPOS Competitive
Acquisition Proposed Rule issued May 1, 2006 to the “low vision aid exclusion.” This
provision is completely unrelated to competitive bidding and is the only part of this
proposed rule that directly impacts coverage of assistive devices for Medicare
beneficiaries with disabilities. We take strong exception to the proposed “low vision aid
exclusion” for the reasons outlined in this response. The ITEM Coalition strongly urges

- CMS to reconsider this proposed rule and to evaluate the medical/functional purpose of

each assistive device and technology at issue and establish individualized coverage
decisions.

The ITEM Coalition is a consumer-led coalition of 75 disability-related organizations
with the purpose of raising awareness and building support for policies that will improve
coverage of assistive devices, technologies, and related services for people of all ages
with disabilities and chronic conditions. From coverage for hearing aids to augmentative
communications devices (AACs) to advanced artificial limbs to screen readers for people
with vision impairments, the Coalition’s mission is a broad one with implications for
virtually every person with a disability who relies on assistive devices to be healthy,
functional, and independent.
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Members of the ITEM Coalition are extremely concerned by the "low vision aid
exclusion” segment of the regulation. The proposed exclusion states that all devices,
“irrespective of their size, form, or technological features that use one or more lens to aid
vision or provide magnification of images for impaired vision” will be hereafter
excluded from Medicare coverage based on the statutory “eyeglass” exclusion. The
ITEM Coalition believes that this extremely expansive exclusion would decrease access
to important assistive technology for people with vision impairments now and in the
future, as well as perpetuate a harmful precedent that impacts access to assistive
technology for all people with disabilities.

Impact of “Low Vision Aid Exclusion” on Individuals with Vision Impairments:

The ITEM Coalition believes that this proposal will have a significant impact on
beneficiaries with vision impairments who depend on assistive technology that
incorporates “one or more lens” to aid in their vision. This represents a preemptive
wholesale denial of benefits for an entire subpopulation of people with disabilities.

Initially, the expansion of the eyeglass exclusion would prevent access to devices such as
hand-held magnifiers, video monitors, and other such technologies that utilize lens to

- enhance vision. These tools are often essential for individuals with low vision who,
without the aid of assistive technology, cannot read prescriptions, financial documents,
mail, recipes, and other important materials. In short, these devices allow individuals
with low vision to live independently and safely. '

While the immediate impact this expansive interpretation of the eyeglass exclusion may
be a decrease in access to current devices for individuals with low vision, the proposal
will have an even more detrimental impact in the term. The expansion of the statutory

- eyeglass exclusion to include any technology that uses “one or more lens for the primary

purpose of aiding vision,” serves as a preemptive and unwarranted coverage denial for
any new technology designed to assist individuals with vision impairments.

The ITEM Coalition believes that this preemptive coverage denial is particularly
problematic because it serves as a tremendous disincentive to manufacturers and
innovators to develop new and progressive vision technology. Not only does Medicare
provide health care coverage for its beneficiaries, but it also serves to influence to private
health insurers, impacting a much larger population. Therefore, Medicare coverage
policies are indicative of the market for devices and technologies and influential when it
comes to investments in research and development. If Medicare establishes this broad
coverage exclusion for low vision aids, we would undoubtedly see a decrease in
innovation in this area — harmful effects on those currently experiencing vision
impairments or who will experience such impairments in the future.
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Recommendations:

The ITEM Coalition recommends that rather than establishing preemptive coverage
denials for all devices that utilize a lens to aid in vision, CMS instead evaluate the
medical/functional purpose of each assistive device and technology at issue and establish
individualized coverage decisions. »

Although we recognize that the Centers for Medicare and Medicaid Services (CMS) has
the authority to reasonably interpret the Medicare statute, the ITEM Coalition believes
this broad exclusion to be unreasonable and unsupported by the facts and circumstances
surrounding the low vision aid issue. In fact, the proposed decision, if left intact, is
harmful to the health and independence of Medicare beneficiaries.

The ITEM Coalition believes that if the Congress had originally intended the eyeglass
exclusion to apply to all devices with “one or more lens” to aid in vision, it would have
explicitly expressed that with statutory language. However, nowhere in the statute or
legislative history does Congress suggest anything but a plain reading of the term
“eyeglasses.” Instead, we believe that Congress’ use of the term “eyeglasses” was simply
meant to apply to traditional eyeglasses that fit on one’s nose and around one’s ears,

This interpretation has been supported by several federal courts. In one relevant case,
Currier v, Thompson, 369 F. Supp. 2d 65 (D. Me. 2005), the U.S. District Court for the
District of Maine found that a video monitor is not excluded from Medicare coverage
based on the “eyeglass” exclusion and remanded the case back to the Secretary of Health
and Human Services (HHS) to determine if a video monitor is considered under the
Medicare benefit “durable medical equipment” or as a “prosthetic device.”

Consistent with this decision, the ITEM Coalition argues that all vision aids with one or
more lens, other than traditional eyeglasses, should be considered for a Benefit Category
Determination (BCD). We recommend that the agency consider not just the common
features between eyeglasses and other devices with lenses, but the differentiating features
as well that may lend themselves to coverage under the program for specific populations
with low vision needs. Some of these devices may use a power source or a video screen
to augment vision. These are features that Congress was clearly not addressing in the
statutory language regarding eyeglasses when this language was included in the statute
years ago. After such an individualized evaluation, if it is determined that the device falls
under a Medicare benefit category, coverage criteria should be established by CMS.

For example, a video monitor used to aid extremely low vision clearly meets Medicare’s
four-pronged definition of durable medical equipment (DME) in that it can withstand
repeated use, is primarily and customarily used to serve a medical purpose, generally is

not useful to an individual in the absence of an illness or injury and is appropriate for use .

in the home. Therefore, Medicare should develop a set of coverage standards for video
monitors allowing appropriate individuals with low vision access to this medically
necessary technology. CMS should assess other technologies through a similar process
for purposes of Medicare coverage.
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Conclusion:

The ITEM Coalition strongly recommends that CMS reconsider its proposal to
preemptively disqualify all low vision aids which utilize a lens from Medicare coverage.
Many of these types of devices could assist individuals in completing activities of daily
living, thereby improving their health and independence. This proposed coverage
exclusion will prevent access to currently available vision aids for people with vision
impairments as well as decrease the development of new and innovative vision
technology for people with disabilities. We encourage CMS to evaluate the
medical/functional purpose of each assistive device and technology at issue and establish
individualized coverage decisions.

Additionally, the ITEM Coalition would be remiss if we did not relate this proposal to the

general pattern being displayed by CMS when it comes to coverage of assistive

technology and the interpretation of the Medicare statute and regulations. While we ‘
recognize the need for budgetary restraint on the part of the agency, we believe that that
agency does not adequately weigh the real-life value of assistive technology for people ‘
with disabilities against the cost of covering such technology for appropriate

beneficiaries. For many people with disabilities, assistive technology is often an

essential factor in improving or maintaining one’s health status, maintaining

independence, living safely, returning to work or school, and participating in community

activities.

Members of the ITEM Coalition have been vocal in their opposition to Medicare’s
restrictive interpretation of the “in the home” language under the definition of DME.
Members have also expressed serious concern with the recent iBOT Mobility System
proposed coverage decision which essentially denies coverage of this device. Now, CMS
is proposing an expansive exclusion of all vision technology which contains a lens of any
kind because of statutory language that narrowly excludes Medicare coverage of
“eyeglasses.”

The ITEM Coalition urges Medicare to seriously consider the impact of its restrictive
interpretations of the statute and regulations on the basic health and independence needs
of people with disabilities. The fluidity and, often, ambiguity of the Medicare statute
allows CMS important opportunities to provide beneficiaries with life-changing and
innovative assistive devices. We request that Medicare embrace these opportunities for
the benefit of people with disabilities.

Thank you for this opportunity to comment.
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Sincerely,

The ITEM Coalition Steering Committee ‘

ark Richert LeePage
American Foundation for the Blind Paralyzed Veterans of America

Peter Thomas
CCD Health Task Force United Spinal Association

énggas;jn

Medicare Rights Center

Qﬁ, Y/, e Pe;ry “r

CC: Lorrie Ballantine
Joel Kaiser
Michael Keane ' |
Walter Rutemueller !

Linda Smith

Attachments: List of ITEM Coalition Members
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ITEM Coalition Members

Adapted Physical Activity Council
Advancing Independence
Advanced Medical Technology Association
Alexander Graham Bell Association for the Deaf and Hard of Hearing
Alpha One
American Academy of Audiology
American Academy of Neurology
American Academy of Physical Medicine and Rehabilitation
American Association for Homecare
American Association of People with Disabilities
American Association on Health and Disability
American Congress of Community Support and Employment Services
American Congress of Rehabilitation Medicine
American Foundation for the Blind
American Medical Rehabilitation Providers Association
American Music Therapy Association
American Network of Community Options And Resources
American Occupational Therapy Association
American Physical Therapy Association
American Speech-Language-Hearing Association
American Therapeutic Recreation Association
Amputee Coalition of America
Assistive Technology Industry Association
Association for Education and Rehabilitation of the Blind and Visually Impaired
Association for Persons in Supported Employment
, Association of Tech Act Projects
Association of University Centers on Disabilities
Blinded Veterans Association
Brain Injury Association of America
Center for Disability Issues and Health Professionals
Center for Independent Living Inc., Berkeley, California
Center for Medicare Advocacy, Inc.

Christopher Reeve Paralysis Foundation
Consortium of Developmental Disabilities Councils
Council of Citizens with Low Vision International
Council of State Administrators of Vocational Rehabilitation
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Disability Service Providers of America
Easter Seals
Epilepsy Foundation
Families USA
Goodwill Industries International, Inc.
Helen Keller National Center
Inclusion Research Institute
Long Island Center for Independent Living
Medicare Rights Center
The Miami Project to Cure Paralysis
National Association for Home Care and Hospice
National Association for the Advancement of Orthotics and Prosthetics
National Association of Councils on Developmental Disabilities
National Association of Protection and Advocacy Systems
National Association of Rehabilitation Research and Training Centers
. National Campaign for Hearing Health
National Coalition for Disability Rights
National Council on Independent Living
National Family Caregivers Association
National Multiple Sclerosis Society
National Organization on Disability
National Rehabilitation Hospital - Center for Health and Disability Research
National Respite Coalition
~ National Spinal Cord Injury Association
National Stroke Association
National Vision Rehabilitation Association
NISH
Paralyzed Veterans of America
Research Institute for Independent Living
Rehabilitation Engineering and Assistive Technology Society of North America
Self Help for Hard of Hearing People
‘Service Employees International Union
Spina Bifida Association of America
The Arc of the United States
Topeka Independent Living Resource Center
United Cerebral Palsy Associations
United Spinal Association
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CMS-1270-P-1162

Submitter : : ) Date: 06/30/2006
Organization:  NationsHealth

Category : Other Health Care Provider

Issue Areas/Comments
Gap-filling
Gap-filling

Scc attachment.
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Comments Regarding Federal Register Publication

42 CFR Parts 411, 414, and 424

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

Prepared by NationsHealth

File Code CMS-1270-P

Issue Identifier- “Gap-filling”

Comments:

The provision for replacing the Gap Filling methodology for setting fees for new
DMEPOS items is inappropriate for inclusion in the Competitive Acquisition NPRM.
There can be no assurance that suppliers would submit bids for new technologies at the
level that would be inferred through Gap Filling. Rather, issues of Gap Filling should be
addressed in a separate NPRM and/or special competitive acquisition process.

The three methodologies proposed to replace Gap Filling are neither objective nor
directly related to price/value assessment. In addition, none of the methodologies appear
to involve the manufacturer and their financial status or other support data. Rather,
functional and medical benefit assessments would be conducted by CMS contractors who
may or may not have expertise in the technology/therapeutic area. The proposal to use
these methods to adjust prices that were established using Gap Filling at any time after
January 1, 2007 makes it all the more important to include the manufacturer in the
process
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CMS-1270-P-1163

Submitter : Mr. Carl Foster : ’ Date: 06/30/2006
Organization:  Dependable Medical Equipment
Category : Home Health Facility

Issue Areas/Comments
GENERAL

GENERAL

lam aR.N,, ATS Rchab Equipment Specialist and General Manager for a DME company in Tucson AZ. Throughout my 30 plus ycars of participating in the
provision of health carc scrvices and as a user of services a very important variable stands out; THE ABILITY TO HAVE CHOICE IN WHO PARTICIPATES AS
THE PROVIDER OF SUPPLIES AND SERVICES.

MANY OF THE INVIDUALS IN NEED OF OUR EQUIPMENT AND SERVICE ARE DEALING WITH SOME DEGREE OF LOSS TO THEIR WELL BEING,
AND LIMITING THE CHOICE OF WHO PROVIDES CARE IS AN ADDITIONAL UNNECESSARY BLOW TO THEM. The importance of managing finances
and costs is understood. Limiting provider options through COMPETITIVE BIDDING IS NOT THE MEANS TO THAT END. | recommend an approach that
cither has CMS redertermine Allowable Fee Rates, or that rates once cstablished, be available for all providers who mect the Supplicr Standards to participatc. On
Additional note plcasc change back to a non capped fec schedule for Oxygen. Thank You.

Page 1194 of 1307 July 17 2006 07:05 PM




|

CMS-1270-P-1164

Submitter : Dr. Jeffrey Petrinitz Date: 06/30/2006
Organization:  The Triad Foot Center, PA '
Category : Physician
Issue Areas/Comments
GENERAL
GENERAL
June 30, 2006

Mark B. McClellan, MD, PHD
Administrator

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attn: CMS-1270-P

Electronic Claims

Dear Mr. McClellan:

I'am writing to urge the Centers for Medicare & Medicaid Services (CMS) to revise physician definition used in the proposed rule that would establish a
competitive acquisition program for certain durable medical equipment, prosthetics, orthotics, and supplies (DMEPOS) from 1861 (1) to 1861(r)(3).

As a podiatric physician, I prescribe and supply DMEPOS items to Medicare beneficiaries as an integral part of patient care. These individuals are my patients and
they rely on me to use my best medical judgement and clinica] skills in treating them, 1am required to maintain a valid DMEPOS supplier number, adhere to the
current supplier standards and am subj the same Stark requirements that apply to MD and DO physician suppliers, including the ability to bid to supply select
DMEPOS items to my patients only and the right to execute a physician authorization,

In my practice, I use a variety of DMEPOS items. As an example, when a patient presents complaining of foot pain and swelling following an injury, I may
diagnose the patient with multiple fractures of the metatarsals and determine that a walking boot is necessary for immobilization of the injured foot with associated
edema. IfI no longer function as a supplier, the patient will be forced to travel to another location to obtain the necessary item and will risk further injury to the
foot. If the patient is unable to bear full weight on the injured extremity, a fall might occur, which could result in other additional injuries.

I urge CMS to modify the physician definition from 1861(r)(1) to 1861 (1)(3) before finalizing the regulations for the competitive acquisition program. I want to be
able to continue to supply DMEPOS items for my patients only and believe that if I am required to instead bid to supply the entire Metropolitan Statistical Area
(MSA) my patients will be negative impacted.

Sincerely,

Jeffrey A. Petrinitz, DPM
The Triad Foot Center, PA
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CMS-1270-P-1165

Submitter : Anthony J. Filippis Date: 06/30/2006
Organization:  Wright ’

Category : Home Health Facility

Issue Areas/Comments

Competitive Bidding Areas

Competitive Bidding Areas .

We would like to comment on beneficiary services and MSA areas which have not been defined. We see daily examples of how beneficiaries choose Wright &
Filippis over other providers due to quality and superior clinical services. We work diligently through Product Evaluation Committees to ensure the quality of
product is maintained while working through already reduced reimbursement rates. We have added clinical services in spite of these reductions, because it is in the
best interest of the beneficiary. We realize these added services are in the best interest of the beneficiary and will reduce costs in the long term for all, including
CMS. Under the bid process, will we be able to maintain this level of care for the beneficiaries? Will any provider be able to maintain this level of care? What
will be compromised for this reduction in reimbursement to the winning bidder? Will the equipment provided be up to the standard the physician expects for proper
therapeutic benefit? How will we continue to meet the needs of the community, as community support is and always will be one of our most important Core
Values? ‘

Community Support and Customer Service our values that are integrated and celebrated throughout our organization. However, not having MSA s clearly identified
has made the corporate planning process cumbersome. When you look at the proposed Supplier Business Quality Standards, strategic planning allows providers to
accomplish the goals set forth. Not knowing where competitive bidding will be applied has temporarily curtailed plans of increasing services to better meet the
needs of the beneficiary and the community we support.
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CMS-1270-P-1166

Submitter : Ms. Mary Nicholas Date: 06/30/2006
Organization :  Healthcare Quality Association on Accreditation
Category : Health Care Industry
Issue Areas/Comments

GENERAL

GENERAL

See Attachment
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Healthcare

QUALITY

ASSOCIATION ON ACCREDITATION

June 30, 2006
To Whom It May Concern:

The Healthcare Quality Association on Accreditation submits this document as
our response to the NPRM proposal issued on May 1, 2006. We continue to have
serious concerns about a competitive bidding program that requires providers to
become accredited, but the quality standards that the accreditation programs
must enforce continue to be delayed. They were stated to be released in “June
2006". As of the submission of this document on June 30, 2006, nothing has
been released and the process is further delayed and encumbered.

As an accreditation organization that has been working closely with HME
providers, there exists a tremendous amount of confusion in the industry as to
the expectations from CMS and for accreditation organizations in general. We
are where HME providers look to and communicate with in regards to any
information and provision of guidelines. It becomes increasingly difficult to
attempt to interpret the direction when the issuance of the NPRM offers
contradictory information.

HQAA will choose too apply for recognition from CMS as an approved
accreditation organization. As with the proposed Competitive Bidding guidelines,
we hope that CMS does not create or impose guidelines that restrict the
application of organizations that are new, or smaller in scope. As was reported
at the most recent meeting of the PAOC and CMS, companies that provide
equipment and services to Medicare beneficiaries number in the tens of
thousands. If the expectation is to not choke the system, then the pipes of
provision of service and accreditation must remain open.

HQAA has included the text written in the NPRM (in italics) and has formulated a
response to each section of text that refers to accreditation. Our responses are
listed in bold text and follow the italicized NPRM text below. At the conclusion of
the NPRM text and comments are the comments we would like to express
regarding the information presented at the Professional Advisory and Oversight
Committee (PAOC) meetings held on May 22 and 23, 2006, where it was also
requested that these comments be submitted in writing.

Part 1

We are developing quality standards as required by section 1 834(a)(20) of the
Act, to address suppliers’ accountability, business integrity, provision of quality
products to beneficiaries, and performance management. These standards will
measure the effect of suppliers’ services on beneficiaries. The supplier quality
standards will include product specific requirements that will focus on a




1

consumer-directed model of service delivery for suppliers to improve beneficiary
access to information about DMEPOS.

It is critical to identify that from a global and industry perspective,
“standards” are not meant to be a measurement of effect. “Standards” are
set as a benchmark, as a model of quality, efficiency, accuracy, etc. Within
standards should be requirements for individual companies to measure
their own effects. If it is the desire of CMS to understand and receive this
information as to the effects of suppliers on beneficiaries, then a
“standard” should be set to identify, measure, collect and report this
information; a process that is required by accreditation organizations.

The more specific CMS makes the “rules” or the standards, the more
intensive administration that must accompany such requirements.
Standards are the benchmarks to achieve with all products within a
company, not just specific products. In order to have an effect on the
overall quality of a company, why should standards only apply to some of
the products it offers? Is it not possible that beneficiaries purchase
products independently of their Medicare benefits and shouldn’t CMS also
have a vested interest in their overall care, not just that which it pays for?
If the beneficiary is the focus, then to the accreditation organization, the
whole company is the focus, not just that portion that does business with
one payer source. Companies should be accredited for all that they
provide, not just a portion. How confusing that could become to the
beneficiary. Allow accreditation to impose standards of quality to the
whole, not just parts.

The quality standards will include performance management requirements to
ensure the development, implementation, monitoring, and evaluation of policies,
procedures, and products so that suppliers can maintain compliance with
regulatory requirements and our policy instructions.

Additionally, the supplier quality standards will include requirements for
monitoring beneficiary satisfaction with products and suppliers’ responses to
beneficiary complaints. As is authorized under section 1834(a)(20)(E), we will be
establishing the supplier quality standards through program instructions and will
publish them on our website.

The supplier quality standards will include product specific requirements that will
focus on a consumer directed model of service delivery for suppliers to improve
beneficiary access to information about DMEPOS. We believe these
requirements will empower beneficiaries to make better-informed choices
regarding equipment selection and the proper and safe use of DMEPQS, which
we believe will lead to increased beneficiary satisfaction, safe and appropriate
use of purchased equipment, and positive health outcomes.

HQAA fully supports the release of the quality standards and the
measurements that will be required. We would like to state that without
knowing what the final standards are, it is not possible to affirm our
unconditional support. A consumer-directed model is the tenet to an
effective quality management system, which HQAA fully supports.




We are using contractor support and input from industry suppliers and national
associations to develop the quality standards.

HQAA would encourage CMS to offer a roundtable discussion with industry
accreditation providers and additional experts from the field to discuss
how CMS expects this program to be administered, the time line of
expectations and the review of the accreditation providers themselves. It
appears that the contractor has not provided a broad enough review of
current industry practices, accreditation standards and input from industry
experts to render judgment and make informed decisions. The “national
industry associations” that were contacted outside of the specific services
of orthotics and prosthetics, was the American Association for Homecare,
who were only contacted for assistance with respiratory standards, which
are only one component of this very diverse business.

Additionally, section 1865(b) of the Act sets forth the general procedures for CMS
to designate national accreditation organizations to deem providers or suppliers
to meet Medicare conditions of participation or coverage if they are accredited by
a national accreditation organization approved by CMS.

Although, the statute itself does not require us to issue a rulemaking or provide
notice in the Federal Register in order to designate and approve DMEPOS
accreditation organizations, we believe that the Administrative Procedure Act
does require us to give notice and an opportunity for comment before we institute
our procedures for designating and supervising these organizations.

HQAA supports the expectation that Medicare will grant “deeming status”
to accreditation organizations. However, the deeming regulations were
written for home health (Part A) providers and requirements in many
sections are not applicable in the field of Durable Medical Equipment.
Additionally, the current regulations require that applicants submit a
lengthy history of companies that have been accredited. This does not
allow for new companies to enter the market in a timely manner. While we
have received verbal reassurance that these items will be addressed in the
application process, the delay in the release of this information is cause for
great concern.

To accommodate suppliers that wish to participate in the Medicare DMEPOS
Competitive Bidding Program, we will phase-in the accreditation process and
require accreditation organizations to prioritize their surveys to accredit suppliers
in the selected MSAs and competitive bidding areas.

1. Quality Standards and Accreditation (proposed §414.414(c))

Section 1847(b)(2)(A)(i) of the Act specifies that a contract may not be awarded
to any entity unless the entity meets applicable quality standards specified by the
Secretary under section 1834(a)(20) of the Act. Section 1834(a)(20) instructs the
Secretary to establish and implement quality standards for all DMEPOS suppliers
in the Medicare program, not just for suppliers in the competitive bidding areas.
All suppliers will have to meet these quality standards to be eligible to submit
claims to the Medicare program, irrespective of the competitive bidding program.

3
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The quality standards are to be applied by recognized independent accreditation
organizations designated by the Secretary under section 1834(a)(20)(B) of the
Act. A grace period may be granted for suppliers that have not had sufficient time
to obtain accreditation before submitting a bid.

There are many payers across the country that require organizations to be
accredited in order to participate in payer networks. Many managed care
organizations require accreditation, as many are required to do so through
their own NCQA accreditation requirements. Additionally for example, the
State of Florida is requiring that by 2007, all licensed providers must
become accredited. Additionally, accreditation companies will have
renewal companies scheduled ongoing who must also have priority for re-
accreditation surveys. Every accreditation provider conducts un-
announced and unplanned surveys to investigate complaints or incidents
reported. These unplanned events must also take priority. As is any
business, accreditation providers are always limited by their resources and
capabilities. Each can serve a certain capacity, which include staff
availability and travel issues. By what authority can CMS require an
accreditation provider to prioritize accreditation to providers in the MSA
areas? In light of this statement by CMS, how can the underlined statement
above be supported, if the intent is for all providers to become accredited,
“not just in the competitive bidding areas...to submit claims to Medicare™
The business of accreditation organizations is to serve the companies who
select their particular company, not the payer, including Medicare. Just as
the CMS focus is the beneficiary, the focus of any business is their
customer, who for the accreditation organization, are all companies that
apply regardless of region.

The length of time for the grace period will be determined by the accrediting
organizations’ ability to complete the accrediting process within each competitive
bidding area. The length of time of the grace period will be specified in the RFB
for each competitive bidding program. We solicit public comments on the length
of time for the grace period. '

HQAA would like to express concern over the consideration of any type of
“grace period”. The problem lies with those HME companies who do not
“pass” on their first attempt. Accreditation can only be awarded to
‘companies when standards are met and this can only be evaluated after the
on-site review. There is a certain percentage of failure for every realistic
accreditation program in every line of business, from manufacturing to
healthcare. After all, that is the point of this mandated process, everyone
does not pass successfully without demonstrating compliance. A “grace
period” leads one to believe that the on-site review is merely a formality.
The reality is that organizations can not fully know what their ' :
administrative expenses truly are until they complete the accreditation
process successfully. If an organization is unsuccessful in their first
attempt and needs to devote additional time and effort to achieving
accreditation, these additional resources will contribute to their overall
administrative expenses. Providers will not know what their individual cost
to provide goods and services will be as they submit bids in a competitive
bidding program. This will result in providers winning bids and then being
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unable to provide the products at the winning price, thus defeating the
intent of the program.

The term “grace period” and “grandfathering” has caused many HME
companies to choose to wait to begin their accreditation process. Without
CMS announcing the companies it will recognize for accreditation, many,
many companies are waiting to begin the process. This waiting will
absolutely cause future complications to the effective implementation of
this project. HQAA would recommend that CMS consider a methodology to
preliminarily accept current accreditation organizations into this process,
just as the “grandfathering” clause is intended for DMEPOS companies.
Require submission of a complete description of an accreditation
organizations operations, policies, procedures, requirements, standards,
and methods. Identify preliminary criteria that the AO has to meet in order
to be considered accepted in to the application pool. If accepted with the
intent to apply, communicate to the DMEPOS industry that preliminary
approvals have been granted.

To promote consistency in accrediting providers and suppliers
throughout the Medicare program, we would use existing procedures for the
application, reapplication, selection, and oversight of accreditation organizations
detailed at Part 488 and apply them to organizations accrediting suppliers of
DMEPOS and other items. We would make modifications to the existing
requirements for accreditation organizations to meet the specialized needs of
the DMEPOS industry. These modifications may require an independent
accreditation organization applying for approval or re-approval of deeming
authority to —

e Identify the product-specific types of DMEPOS suppliers for
wh/ch the organization is requesting approval or re-approval;

e Provide CMS with a detailed comparison of the organization’s
accredltatlon requirements and standards with the applicable Medicare quality
standards (for example, a crosswalk);

e Provide a detailed description of the organization's survey
processes including procedures for performing unannounced surveys, frequency
of the surveys performed, copies of the organization's survey forms, guidelines
and instructions to surveyors, quality review processes for deficiencies identified
with accreditation requirements;

e Describe the decision-making processes; describe procedures
used to notify suppliers of compliance or noncompliance with the accreditation
requirements;

e Describe procedures used to monitor the correction of
def:c:enc:es found during the survey; and

e Describe procedures for coordinating surveys with another
accredltmg organization if the organization does not accredit all products the
supplier provides.

HQAA supports these requirements, but restates the concern with these

requirements as listed above. As the deeming requirements were written
for home care providers under Part A, there are many irrelevant and non-
applicable requirements found in Part 488. The 488 requirements would




need to be re-written to clearly define the expectations for a business that
does not provide a similar type of intermittent, skilled service.

We may request detailed information about the professional background
of the individuals who perform surveys for the accreditation organization
including: the size and composition of accreditation survey teams for each type
of supplier accredited; the education and experience requirements surveyors
must meet; the content and frequency of the continuing education training
provided to survey personnel; the evaluation systems used to monitor the
performance of individual surveyors and survey teams; and policies and
procedures for a surveyor or institutional affiliate of an accrediting organization
that participates in a survey or accreditation decision regarding a DMEPOS
supplier with which this individual or institution is professionally or financially
affiliated .

HQAA has developed our own policies and requirements for the surveys
and will be pleased to submit this information with our deeming status
application.

We may require the accreditation organization to submit the following supporting
documentation:

e A written presentation that would demonstrate the organization’s ability to
furnish CMS with electronic data in ASClI-comparable code;

e A resource analysis that would demonstrate that the organization's staffing,
funding and other resources are sufficient to perform the required surveys and
related activities; and

e An acknowledgement that the organization would permit its surveyors to serve
as witnesses if CMS took an adverse action against the DMEPOS supplier based
on the accreditation organization’s findings.

When conducted on a representative sample basis, the survey would be
comprehensive and address all Medicare supplier quality standards or would
focus on a specific standard. When conducted in response to an allegation, the
CMS survey team would survey for any standard that CMS determined was
related to the allegations. If the CMS survey team substantiated a deficiency and
determined that the supplier was out of compliance with Medicare supplier quality
standards, we would revoke the supplier’s billing number and re-evaluate the
accreditation organization’s approved status. A supplier selected for a validation
survey would be required to authorize the validation survey to occur and
authorize the CMS survey team to monitor the correction of any deficiencies
found through the validation survey.

HQAA supports these requirements if they are indeed required.
Ongoing Responsibilities of CMS Approved Accreditation Organizations.

A DMEPOS independent accreditation organization approved by CMS would be
required to undertake the following activities on an ongoing basis:
e Provide to CMS in written form and on a monthly basis all of the following:

++ Copies of all accreditation surveys along with any survey-related
information that CMS may require (including corrective action plans and
summaries of CMS requirements that were not met).




++ Notice of all accreditation decisions. ‘

++ Notice of all complaints related to suppliers of DMEPOS and other
items.

++ Information about any suppliers of DMEPOS and other items for
which the accrediting organization has denied the supplier’s accreditation
status.

++ Notice of any proposed changes in its accreditation standards or
requirements or survey process. the organization implemented the changes
before or without CMS approval, CMS could withdraw its approval of the
accreditation organization.
e Submit to CMS (within 30 days of a change in CMS requirements):
++ An acknowledgment of CMS's notification of the change; ++A
revised cross-walk reflecting the new requirements; and

++ An explanation of how the accreditation organization would alter its
standards to conform to CMS' new requirements, within the time frames specified
by CMS in the notification of change it received.
e Permit its surveyors to serve as witnesses if CMS takes an adverse action
based on accreditation findings. -
e Provide CMS with written notice of any deficiencies and adverse actions
implemented by the independent accreditation organization against an accredited
DMEPOS supplier within 2 days of identifying such deficiencies, if such
deficiencies pose immediate jeopardy to a beneficiary or to the general public.
e Provide written notice of the withdrawal to all accredited suppliers within 10
days of CMS's notice to withdraw approval of the accreditation organization.
e Provide, on an annual basis, summary data specified by CMS that related to
the past year's accreditation activities and trends.

HQAA fully supports providing CMS with information that indicates the
accreditation status of DMEPOS companies and the demographics of those
companies. It is again, difficult to fully opine due to the lack of knowing the
standards as of this writing.

(++ Copies of all accreditation surveys along with any survey-related
information that CMS may require (including corrective action plans and
summaries of CMS requirements that were not met).

HQAA supports a reporting process to CMS regarding the accreditation
status of companies that provide services and/or equipment to
beneficiaries. To require full disclosure of an accreditation report of each
company is believed to be a complete invasion of privacy about a customer
and a breech of proprietary information. Managed care organizations do
not require the privileged information about the companies that they
contract with. By what authority can CMS require full disclosure about a
customer of a private business? By setting this requirement, it implies that
the private accreditation organizations exist to be an extension of a
government entity. Do not require this full disclosure, but in the CMS
authority to grant recognition, review the processes in place to assist and
ensure companies comply with the standards. Information such as




accreditation status and the dates of accreditation are within the limits of
public information.

(++ Notice of all complaints related to suppliers of DMEPOS and other
items. )

To receive monthly reports from accreditation organizations will require a
great deal of administrative oversight on behalf of CMS. Where is the
indication as to how that oversight will be administered, the
responsibilities of those entities receiving the reports and who has access
to the information after it is submitted? Will this not also increase the
administrative costs of CMS for this project? To require notice of all
complaints could be an extremely cumbersome portion in and of itself.
CMS would have to clearly define “complaint”, companies would
implement their own internal process based upon this decision, and then
by the description above, the accreditation organizations would have to
become the recipients of all complaints and in turn submit a compilation to
CMS. In doing so, this dilutes the purpose and philosophy of accreditation
organizations. Standards and the act of accreditation should validate that
a complaint process exists and is effectively implemented within an
organization. CMS should validate that the accreditation organizations
have this requirement. It should not be the intent of a payer source to be
the recipient of all complaints from all companies via a third party.

4. Continuing Federal Oversight of Approved Accreditation Orgénizations.

a. Equivalency Review

We would compare the accreditation organization's standards and its
application and enforcement of those standards to the comparable CMS
requirements and processes when: CMS imposed new requirements or
changed its survey process; an accreditation organization proposed to adopt
new standards or changes in its survey process; or the term of an accreditation
organization's approval expired.

b. Validation Review

A CMS survey team would conduct a survey of an accredited
organization, examine the results of the accreditation organization's own
survey procedure onsite, or observe the accreditation organization’s survey, in
order to validate the organization's accreditation process. At the conclusion of
the review, we would identify any accreditation programs for which validation
survey results indicated:
e A 10 percent rate of disparity between findings by the accreditation
organization and findings by CMS on standards that did not constitute immediate
jeopardy to patient health and safety if not met;
e Any disparity between findings by the accreditation organization and findings
by CMS on standards that constituted immediate jeopardy to patient health and
safety if not met; or
e There were widespread or systemic problems in the organization’s
accreditation process such that the accreditation no longer provided assurance




that suppliers met or exceeded the Medicare requirements, irrespective of the
rate of disparity.

HQAA supports these requirements if they are indeed required. However, it
is not possible to agree to validation surveys and the like when, at this
point, we are not provided with the final quality standards with which we
must comply.

Part 2

HQAA’s comments regarding the material and testimony presented at the
PAOC meeting:

It was said that there are 150,000 providers in this category who bill Medicare.
This number was never quoted before. It was always stated as being close to
30,000. The description was broken down as follows: 40,000 O&P providers,
50,000 Pharmacy providers and 60,000 DME providers. If this is true, how are
this many providers going to become accredited by 20127

We are very concerned with report of information garnered from focus groups
that was presented. Specifically:

o [t was stated that there were 44 participants from 27 states; there is no
breakdown of the types of services these beneficiaries were receiving.
Were any of these beneficiaries bed bound or homebound? 44
participants is not a statistically significant number to make ANY
conclusions or to deem valid the information received in comparison to the
total number of beneficiaries receiving DMEPOS.

¢ The concemn was expressed that these beneficiaries saw their DME
providers as “drop off” or “delivery persons”. If these were not bed bound,
homebound, or medically compromised beneficiaries, of course they
would see their supplier as a delivery service only. If they were receiving
diabetic or wound supplies, cane, blood pressure device, these would
naturally be considered as a “drop off”. An oxygen concentrator, a hospital
bed, a CPM device, etc. is not perceived as “dropped off”. Again, the data
was statistically insignificant to draw any conclusion.

e There is always an incentive for participating in a survey. If none was
offered, how could one expect participants to attend? This is the fault of
the contractor for not adequately budgeting for this expense. Conducting
ineffective and poor research cannot be justified because there were no
funds available to solicit an adequate number of responses.

The document refers often reference a requirement of “unannounced” surveys.
We feel strongly that CMS should allow scheduled triennial surveys to be
announced, but then require a percentage of “unscheduled” surveys as re-visits
or validations. With such a large group of providers who are new to this process,
it seems unfair to now require that the surveys are unannounced, when they
have been announced for the previous 20-year history and are also announced
for those becoming accredited for Part A home care. Unannounced visits should
occur when there is an investigative reason. The demonstration of quality
management and ethical business practices should have a less adversarial




connotation to them, particularly for the DMEPOS industry that has not ever
experienced the survey practice before.

Again, we reiterate our concerns with implementing anything prior to release of
final quality standards and very concerned about what those standards will entail.
Specifically:

e Providers can’t bid on items without knowing what there costs are (need to
include all costs of accreditation)

e It usually takes an organization 4 — 6 months to become accredited, in the
best-case scenario.

e Many providers are waiting to see who will be “approved” as deemed
status providers before they move ahead. This delay is causing grave
concerns and in the larger focus, could cause a ripple effect that would
ultimately negatively impact the beneficiaries.

We are concerned with the text and verbal statements made that CMS expects
50% of the providers to “go out of business”. There were numerous assurances
early in this process of the protections for small businesses. This would provide
evidence to the contrary.

Finally, we would like to express our concem that the current proposed program
is dramatically different from the demonstration projects the Congress reviewed
when voting for Competitive Bidding. We feel that pursuing this more expanded
and potentially exclusionary program is unwarranted and we encourage CMS to
reduce the burden on providers and expedite the process.

If you have any questions about our concerns, please contact me in my office at

866.909.4722. We look forward to your timely response to our provider's
concerns.

Respectfully Submitted,

Weng Whekolo

Mary Nicholas
Executive Director
Healthcare Quality Association on Accreditation

CC: Herb Kuhn, Director, Center for Medicare Management
Dr. Mark McClellan, CMS Administrator
The Honorable Charles Grassley
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ASSOCIATION ON ACCREDITATION

June 30, 2006
To Whom It May Concern:

The Healthcare Quality Association on Accreditation submits this document as
our response to the NPRM proposal issued on May 1, 2006. We continue to have
serious concerns about a competitive bidding program that requires providers to
become accredited, but the quality standards that the accreditation programs
must enforce continue to be delayed. They were stated to be released in “June
2006”. As of the submission of this document on June 30, 2006, nothing has
been released and the process is further delayed and encumbered.

As an accreditation organization that has been working closely with HME
providers, there exists a tremendous amount of confusion in the industry as to
the expectations from CMS and for accreditation organizations in general. We
are where HME providers look to and communicate with in regards to any
information and provision of guidelines. It becomes increasingly difficult to
attempt to interpret the direction when the issuance of the NPRM offers
contradictory information.

HQAA will choose too apply for recognition from CMS as an approved
accreditation organization. As with the proposed Competitive Bidding guidelines,
we hope that CMS does not create or impose guidelines that restrict the
application of organizations that are new, or smaller in scope. As was reported
at the most recent meeting of the PAOC and CMS, companies that provide
equipment and services to Medicare beneficiaries number in the tens of
thousands. If the expectation is to not choke the system, then the pipes of
provision of service and accreditation must remain open.

HQAA has included the text written in the NPRM (in italics) and has formulated a
response to each section of text that refers to accreditation. Our responses are
listed in bold text and follow the italicized NPRM text below. At the conclusion of
the NPRM text and comments are the comments we would like to express
regarding the information presented at the Professional Advisory and Oversight
Committee (PAOC) meetings held on May 22 and 23, 2006, where it was also
requested that these comments be submitted in writing.

Part 1

We are developing quality standards as required by section 1834(a)(20) of the
Act, to address suppliers’ accountability, business integrity, provision of quality
products to beneficiaries, and performance management. These standards will
measure the effect of suppliers’ services on beneficiaries. The supplier quality
standards will include product specific requirements that will focus on a




consumer-directed model of service delivery for suppliers to improve beneficiary
access to information about DMEPOS.

It is critical to identify that from a global and industry perspective,
“standards” are not meant to be a measurement of effect. “Standards” are
set as a benchmark, as a model of quality, efficiency, accuracy, etc. Within
standards should be requirements for individual companies to measure
their own effects. If it is the desire of CMS to understand and receive this
information as to the effects of suppliers on beneficiaries, then a
“standard” should be set to identify, measure, collect and report this
information; a process that is required by accreditation organizations.

The more specific CMS makes the “rules” or the standards, the more
intensive administration that must accompany such requirements.
Standards are the benchmarks to achieve with all products within a
company, not just specific products. In order to have an effect on the
overall quality of a company, why should standards only apply to some of
the products it offers? Is it not possible that beneficiaries purchase
products independently of their Medicare benefits and shouldn’t CMS also
have a vested interest in their overall care, not just that which it pays for?
If the beneficiary is the focus, then to the accreditation organization, the
whole company is the focus, not just that portion that does business with
one payer source. Companies should be accredited for all that they
provide, not just a portion. How confusing that could become to the
beneficiary. Allow accreditation to impose standards of quality to the
whole, not just parts.

The quality standards will include performance management requirements to
ensure the development, implementation, monitoring, and evaluation of policies,
procedures, and products so that suppliers can maintain compliance with
regulatory requirements and our policy instructions.

Additionally, the supplier quality standards will include requirements for
monitoring beneficiary satisfaction with products and suppliers’ responses to
beneficiary complaints. As is authorized under section 1834(a)(20)(E), we will be
establishing the supplier quality standards through program instructions and will
publish them on our website.

The supplier quality standards will include product specific requirements that will
focus on a consumer directed model of service delivery for suppliers to improve
beneficiary access to information about DMEPOS. We believe these
requirements will empower beneficiaries to make better-informed choices
regarding equipment selection and the proper and safe use of DMEPOS, which
we believe will lead to increased beneficiary satisfaction, safe and appropriate
use of purchased equipment, and positive health outcomes.

HQAA fully supports the release of the quality standards and the
measurements that will be required. We would like to state that without
knowing what the final standards are, it is not possible to affirm our
unconditional support. A consumer-directed model is the tenet to an
effective quality management system, which HQAA fully supports.




We are using contractor support and input from industry suppliers and national
associations to develop the quality standards.

HQAA would encourage CMS to offer a roundtable discussion with industry
accreditation providers and additional experts from the field to discuss
how CMS expects this program to be administered, the time line of
expectations and the review of the accreditation providers themselves. It
appears that the contractor has not provided a broad enough review of
current industry practices, accreditation standards and input from industry
experts to render judgment and make informed decisions. The “national
industry associations” that were contacted outside of the specific services
of orthotics and prosthetics, was the American Association for Homecare,
who were only contacted for assistance with respiratory standards, which
are only one component of this very diverse business.

Additionally, section 1865(b) of the Act sets forth the general procedures for CMS
to designate national accreditation organizations to deem providers or suppliers
to meet Medicare conditions of participation or coverage if they are accredited by
a national accreditation organization approved by CMS.

Although, the statute itself does not require us to issue a rulemaking or provide
notice in the Federal Register in order to designate and approve DMEPOS
accreditation organizations, we believe that the Administrative Procedure Act
does require us to give notice and an opportunity for comment before we institute
our procedures for designating and supervising these organizations.

HQAA supports the expectation that Medicare will grant “deeming status”
to accreditation organizations. However, the deeming regulations were
written for home health (Part A) providers and requirements in many
sections are not applicable in the field of Durable Medical Equipment.
Additionally, the current regulations require that applicants submit a
lengthy history of companies that have been accredited. This does not
allow for new companies to enter the market in a timely manner. While we
have received verbal reassurance that these items will be addressed in the
application process, the delay in the release of this information is cause for
great concern.

To accommodate suppliers that wish to participate in the Medicare DMEPOS
Competitive Bidding Program, we will phase-in the accreditation process and
require accreditation organizations to prioritize their surveys to accredit suppliers
in the selected MSAs and competitive bidding areas.

1. Quality Standards and Accreditation (proposed §414.414(c))

Section 1847(b)(2)(A)i) of the Act specifies that a contract may not be awarded
to any entity unless the entity meets applicable quality standards specified by the
Secretary under section 1834(a)(20) of the Act. Section 1834(a)(20) instructs the
Secretary to establish and implement quality standards for all DMEPOS suppliers
in the Medicare program, not just for suppliers in the competitive bidding areas.
All suppliers will have to meet these quality standards fo be eligible to submit
claims to the Medicare program, irrespective of the competitive bidding program.
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The quality standards are to be applied by recognized independent accreditation
organizations designated by the Secretary under section 1834(a)(20)(B) of the
Act. A grace period may be granted for suppliers that have not had sufficient time
to obtain accreditation before submitting a bid.

There are many payers across the country that require organizations to be
accredited in order to participate in payer networks. Many managed care
organizations require accreditation, as many are required to do so through
their own NCQA accreditation requirements. Additionally for example, the
State of Florida is requiring that by 2007, all licensed providers must
become accredited. Additionally, accreditation companies will have
renewal companies scheduled ongoing who must also have priority for re-
accreditation surveys. Every accreditation provider conducts un-
announced and unplanned surveys to investigate complaints or incidents
reported. These unplanned events must also take priority. As is any
business, accreditation providers are always limited by their resources and
capabilities. Each can serve a certain capacity, which include staff
availability and travel issues. By what authority can CMS require an
accreditation provider to prioritize accreditation to providers in the MSA
areas? In light of this statement by CMS, how can the underlined statement
above be supported, if the intent is for all providers to become accredited,
“not just in the competitive bidding areas...to submit claims to Medicare”
The business of accreditation organizations is to serve the companies who
select their particular company, not the payer, including Medicare. Just as
the CMS focus is the beneficiary, the focus of any business is their
customer, who for the accreditation organization, are all companies that
apply regardless of region.

The length of time for the grace period will be determined by the accrediting
organizations’ ability to complete the accrediting process within each competitive
bidding area. The length of time of the grace period will be specified in the RFB
for each competitive bidding program. We solicit public comments on the length
of time for the grace period.

HQAA would like to express concern over the consideration of any type of
“grace period”. The problem lies with those HME companies who do not
“pass” on their first attempt. Accreditation can only be awarded to
companies when standards are met and this can only be evaluated after the
on-site review. There is a certain percentage of failure for every realistic
accreditation program in every line of business, from manufacturing to
healthcare. After all, that is the point of this mandated process, everyone
does not pass successfully without demonstrating compliance. A “grace
period” leads one to believe that the on-site review is merely a formality.
The reality is that organizations can not fully know what their
administrative expenses truly are until they complete the accreditation
process successfully. If an organization is unsuccessful in their first
attempt and needs to devote additional time and effort to achieving
accreditation, these additional resources will contribute to their overall
administrative expenses. Providers will not know what their individual cost
to provide goods and services will be as they submit bids in a competitive
bidding program. This will result in providers winning bids and then being
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unable to provide the products at the winning price, thus defeating the
intent of the program.

The term “grace period” and “grandfathering” has caused many HME
companies to choose to wait to begin their accreditation process. Without
CMS announcing the companies it will recognize for accreditation, many,
many companies are waiting to begin the process. This waiting will
absolutely cause future complications to the effective implementation of
this project. HQAA would recommend that CMS consider a methodology to
preliminarily accept current accreditation organizations into this process,
just as the “grandfathering” clause is intended for DMEPOS companies.
Require submission of a complete description of an accreditation
organizations operations, policies, procedures, requirements, standards,
and methods. Identify preliminary criteria that the AO has to meet in order
to be considered accepted in to the application pool. If accepted with the
intent to apply, communicate to the DMEPOS industry that preliminary
approvals have been granted.

To promote consistency in accrediting providers and suppliers
throughout the Medicare program, we would use existing procedures for the
application, reapplication, selection, and oversight of accreditation organizations
detailed at Part 488 and apply them to organizations accrediting suppliers of
DMEPOS and other items. We would make modifications to the existing
requirements for accreditation organizations to meet the specialized needs of
the DMEPOS industry. These modifications may require an independent
accreditation organization applying for approval or re-approval of deeming
authority to —

. e Identify the product-specific types of DMEPOS suppliers for
which the organization is requesting approval or re-approval;

. e Provide CMS with a detailed comparison of the organization’s
accreditation requirements and standards with the applicable Medicare quality
standards (for example, a crosswalk);

. e Provide a detailed description of the organization's survey
processes including procedures for performing unannounced surveys, frequency
of the surveys performed, copies of the organization's survey forms, guidelines
and instructions to surveyors, quality review processes for deficiencies identified
with accreditation requirements; '

. e Describe the decision-making processes; describe procedures
used to notify suppliers of compliance or noncompliance with the accreditation
requirements; ‘

. e Describe procedures used to monitor the correction of
deficiencies found during the survey; and

. e Describe procedures for coordinating surveys with another
accrediting organization if the organization does not accredit all products the
supplier provides.

HQAA supports these requirements, but restates the concern with these

requirements as listed above. As the deeming requirements were written
for home care providers under Part A, there are many irrelevant and non-
applicable requirements found in Part 488. The 488 requirements would




need to be re-written to clearly define the expectations for a business that
does not provide a similar type of intermittent, skilled service.

We may request detailed information about the professional background
of the individuals who perform surveys for the accreditation organization
including: the size and composition of accreditation survey teams for each type
of supplier accredited; the education and experience requirements surveyors
must meet; the content and frequency of the continuing education training
provided to survey personnel; the evaluation systems used to monitor the
performance of individual surveyors and survey teams; and policies and
procedures for a surveyor or institutional affiliate of an accrediting organization
that participates in a survey or accreditation decision regarding a DMEPOS
supplier with which this individual or institution is professionally or financially
affiliated .

HQAA has developed our own policies and requirements for the surveys
and will be pleased to submit this information with our deeming status
application.

We may require the accreditation organization to submit the following supporting
documentation:

e A written presentation that would demonstrate the organization's ability to
furnish CMS with electronic data in ASCll-comparable code;

e A resource analysis that would demonstrate that the organization's staffing,
funding and other resources are sufficient to perform the required surveys and
related activities; and

e An acknowledgement that the organization would permit its surveyors to serve
as witnesses if CMS took an adverse action against the DMEPOS supplier based
on the accreditation organization’s findings.

When conducted on a representative sample basis, the survey would be
comprehensive and address all Medicare supplier quality standards or would
focus on a specific standard. When conducted in response to an allegation, the
CMS survey team would survey for any standard that CMS determined was
related to the allegations. If the CMS survey team substantiated a deficiency and
determined that the supplier was out of compliance with Medicare supplier quality
standards, we would revoke the supplier’s billing number and re-evaluate the
accreditation organization’s approved status. A supplier selected for a validation
survey would be required to authorize the validation survey to occur and
authorize the CMS survey team to monitor the correction of any deficiencies
found through the validation survey.

HQAA supports these requirements if they are indeed required.
Ongoing Responsibilities of CMS Approved Accreditation Organizations.

A DMEPOS independent accreditation organization approved by CMS would be
required to undertake the following activities on an ongoing basis:
e Provide to CMS in written form and on a monthly basis all of the following:

++ Copies of all accreditation surveys along with any survey-related
information that CMS may require (including corrective action plans and
summaries of CMS requirements that were not met).
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++ Notice of all accreditation decisions.
++ Notice of all complaints related to suppliers of DMEPOS and other
items.
++ Information about any suppliers of DMEPOS and other items for
which the accrediting organization has denied the supplier’s accreditation
status.
++ Notice of any proposed changes in its accreditation standards or
requirements or survey process. the organization implemented the changes
before or without CMS approval, CMS could withdraw its approval of the
accreditation organization.
e Submit to CMS (within 30 days of a change in CMS requirements):
++ An acknowledgment of CMS's notification of the change; ++ A
.revised cross-walk reflecting the new requirements; and
++ An explanation of how the accreditation organization would alter its
standards to conform to CMS' new requirements, within the time frames specified
by CMS in the notification of change it received.
e Permit its surveyors to serve as witnesses if CMS takes an adverse action
based on accreditation findings.
e Provide CMS with written notice of any deficiencies and adverse actions
implemented by the independent accreditation organization against an accredited
DMEPOS supplier within 2 days of identifying such deficiencies, if such
deficiencies pose immediate jeopardy to a beneficiary or to the general public.
e Provide written notice of the withdrawal to all accredited suppliers within 10
days of CMS's notice to withdraw approval of the accreditation organization.
e Provide, on an annual basis, summary data specified by CMS that related to
the past year's accreditation activities and trends.

HQAA fully supports providing CMS with information that indicates the
accreditation status of DMEPOS companies and the demographics of those
companies. It is again, difficult to fully opine due to the lack of knowing the
standards as of this writing.

(++ Copies of all accreditation surveys along with any survey-related
information that CMS may require (including corrective action plans and
summaries of CMS requirements that were not met).

HQAA supports a reporting process to CMS regarding the accreditation
status of companies that provide services and/or equipment to
beneficiaries. To require full disclosure of an accreditation report of each
company is believed to be a complete invasion of privacy about a customer
and a breech of proprietary information. Managed care organizations do
not require the privileged information about the companies that they
contract with. By what authority can CMS require full disclosure about a
customer of a private business? By setting this requirement, it implies that
the private accreditation organizations exist to be an extension of a
government entity. Do not require this full disclosure, but in the CMS
authority to grant recognition, review the processes in place to assist and
ensure companies comply with the standards. Information such as
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accreditation status and the dates of accreditation are within the limits of
public information.

(++ Notice of all complaints related to suppliers of DMEPOS and other
items. )

To receive monthly reports from accreditation organizations will require a
great deal of administrative oversight on behalf of CMS. Where is the
indication as to how that oversight will be administered, the
responsibilities of those entities receiving the reports and who has access
to the information after it is submitted? Will this not also increase the
administrative costs of CMS for this project? To require notice of all
complaints could be an extremely cumbersome portion in and of itself.
CMS would have to clearly define “complaint”, companies would
implement their own internal process based upon this decision, and then
by the description above, the accreditation organizations would have to
become the recipients of all complaints and in turn submit a compilation to
CMS. In doing so, this dilutes the purpose and philosophy of accreditation
organizations. Standards and the act of accreditation should validate that
a complaint process exists and is effectively implemented within an
organization. CMS should validate that the accreditation organizations
have this requirement. It should not be the intent of a payer source to be
the recipient of all complaints from all companies via a third party.

4. Continuing Federal Oversight of Approved Accreditation Organizations.

a. Equivalency Review

We would compare the accreditation organization's standards and its
application and enforcement of those standards to the comparable CMS
requirements and processes when: CMS imposed new requirements or
changed its survey process; an accreditation organization proposed to adopt
new standards or changes in its survey process; or the term of an accreditation
organization's approval expired.

b. Validation Review

A CMS survey team would conduct a survey of an accredited
organization, examine the results of the accreditation organization 's own
survey procedure onsite, or observe the accreditation organization's survey, in
order to validate the organization's accreditation process. At the conclusion of
the review, we would identify any accreditation programs for which validation
survey results indicated:
e A 10 percent rate of disparity between findings by the accreditation
organization and findings by CMS on standards that did not constitute immediate
jeopardy to patient health and safety if not met;
e Any disparity between findings by the accreditation organization and findings
by CMS on standards that constituted immediate jeopardy to patient health and
safety if not met; or
e There were widespread or systemic problems in the organization's
accreditation process such that the accreditation no longer provided assurance
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that suppliers met or exceeded the Medicare requirements, irrespective of the
rate of disparity.

HQAA supports these requirements if they are indeed required. However, it
is not possible to agree to validation surveys and the like when, at this
point, we are not provided with the final quality standards with which we
must comply.

Part 2

HQAA’s comments regarding the material and testimony presented at the
PAOC meeting:

It was said that there are 150,000 providers in this category who bill Medicare.
This number was never quoted before. It was always stated as being close to
30,000. The description was broken down as follows: 40,000 O&P providers,
50,000 Pharmacy providers and 60,000 DME providers. If this is true, how are
this many providers going to become accredited by 20127

We are very concerned with report of information garnered from focus groups
that was presented. Specifically:

o It was stated that there were 44 participants from 27 states; there is no
breakdown of the types of services these beneficiaries were receiving.
Were any of these beneficiaries bed bound or homebound? 44
participants is not a statistically significant number to make ANY
conclusions or to deem valid the information received in comparison to the
total number of beneficiaries receiving DMEPOS.

o The concern was expressed that these beneficiaries saw their DME
providers as “drop off” or “delivery persons”. If these were not bed bound,
homebound, or medically compromised beneficiaries, of course they
would see their supplier as a delivery service only. If they were receiving
diabetic or wound supplies, cane, blood pressure device, these would
naturally be considered as a “drop off’. An oxygen concentrator, a hospital
bed, a CPM device, etc. is not perceived as “dropped off”. Again, the data
was statistically insignificant to draw any conclusion.

e There is always an incentive for participating in a survey. If none was
offered, how could one expect participants to attend? This is the fault of
the contractor for not adequately budgeting for this expense. Conducting
ineffective and poor research cannot be justified because there were no
funds available to solicit an adequate number of responses.

The document refers often reference a requirement of “unannounced” surveys.
We feel strongly that CMS should allow scheduled triennial surveys to be
announced, but then require a percentage of “unscheduled” surveys as re-visits
or validations. With such a large group of providers who are new to this process,
it seems unfair to now require that the surveys are unannounced, when they
have been announced for the previous 20-year history and are also announced
for those becoming accredited for Part A home care. Unannounced visits should
occur when there is an investigative reason. The demonstration of quality
management and ethical business practices should have a less adversarial
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connotation to them, particularly for the DMEPOS industry that has not ever
experienced the survey practice before.

Again, we reiterate our concerns with implementing anything prior to release of
final quality standards and very concerned about what those standards will entail.
Specifically:

e Providers can't bid on items without knowing what there costs are (need to
include all costs of accreditation)

e It usually takes an organization 4 — 6 months to become accredited, in the
best-case scenario.

e Many providers are waiting to see who will be “approved” as deemed
status providers before they move ahead. This delay is causing grave
concerns and in the larger focus, could cause a ripple effect that would
ultimately negatively impact the beneficiaries.

We are concerned with the text and verbal statements made that CMS expects
50% of the providers to “go out of business”. There were numerous assurances
early in this process of the protections for small businesses. This would provide
evidence to the contrary.

Finally, we would like to express our concem that the current proposed program
is dramatically different from the demonstration projects the Congress reviewed
when voting for Competitive Bidding. We feel that pursuing this more expanded
and potentially exclusionary program is unwarranted and we encourage CMS to
reduce the burden on providers and expedite the process.

If you have any questions about our concerns, please contact me in my office at

866.909.4722. We look forward to your timely response to our provider's
concerns.

Respectfully Submitted,

Mary Nicholas
Executive Director
Healthcare Quality Association on Accreditation

CC: Herb Kuhn, Director, Center for Medicare Management
Dr. Mark McClellan, CMS Administrator
The Honorable Charles Grassley

10




CMS-1270-P-1167

Submitter : Mrs. Norma Arras Date: 06/30/2006
Organization:  Mrs. Norma Arras
Category : Occupational Therapist
Issue Areas/Comments
GENERAL
GENERAL

T'am an O.T. who is a certified hand therapist. I have concerns with the Medicare Proposed Competitive Bidding System. For example, there are numerous wrist
splints available. Some limit finger motion. Another entity may win the bid to supply a splint. My order to increase finger range of motion may be compromised
with the splint provided. If the splint needs adjustment, do we send the patient back and forth between facilities? If it were my splint, I could adjust it as part of
treatment.
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Submitter :

Organization:  NationsHealth

Category : Other Health Care Provider
Issue Areas/Comments

Opportunity for Networks
Opportunity for Networks

See attachment.
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Comments Regarding Federal Register Publication

42 CFR Parts 411, 414, and 424

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

Prepared by NationsHealth

File Code CMS-1270-P

Issue Identifier- “Opportunity for Networks”

Comments:

If the network utilizes an "administrative entity" to be responsible for billing Medicare,
receiving payment on behalf of the network suppliers, and for appropriately distributing
reimbursements to the other network members, is this entity required to be accredited?

What if this legal entity ensures its provider network members are appropriately
accredited?

What is the accreditation process?

Can a sub-contractor / provider submit a bid and be a sub-contractor in another product
category?

Can a provider whom submits a bid and loses then become a sub-contractor?




Submitter : Dr. Norman Regal
Organization:  The Triad Foot Center, PA
Category : Physician
Issue Areas/Comments

GENERAL

GENERAL

June 30, 2006

Mark B. McClellan, MD, PHD
Administrator

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attn: CMS-1270-P

Electronic Claims

Dear Mr. McClellan:

T am writing to urge the Centers for Medicare & Medicaid Services (CMS) to revise physician definition used in the proposed rule that would establish a
competitive acquisition program for certain durable medical equipment, prosthetics, orthotics, and supplies (DMEPOS) from 1861 (r)(1) to 1861(r)(3).

As a podiatric physician, I prescribe and supply DMEPOS items to Medicare beneficiaries as an integral part of patient care. These individuals are my patients and
they rely on me to use my best medical judgement and clinical skills in treating them, I am required to maintain a valid DMEPOS supplier number, adhere to the
current supplier standards and am subject to the same Stark requirements that apply to MD and DO physician suppliers, including the ability to bid to supply select

CMS-1270-P-1169

DMEPOS items to my patients only and the right to execute a physician authorization.

In my practice, ] use a variety of DMEPOS items. As an example, when a patient presents complaining of foot pain and swelling following an injury, | may
diagnose the patient with multiple fractures of the metatarsals and determine that a walking boot is necessary for immobilization of the injured foot with associated
edema. IfIno longer function as a supplier, the patient will be forced to travel to another location to obtain the necessary item and will risk further injury to the

Date: 06/30/2006

foot. If the patient is unable to bear full weight on the injured extremity, a fall might occur, which could result in other additional injuries.

T urge CMS to modify the physician definition from 1861(r)(1) to 1861 (r)(3) before finalizing the regulations for the competitive acquisition program. I want to be
able to continue to supply DMEPOS items for my patients only and believe that if I am required to instead bid to supply the entire Metropolitan Statistical Area

(MSA) my patients will be negative impacted.

Sincerely,

Norman S. Regal, DPM
The Triad Foot Center, PA
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CMS-1270-P-1170

Submitter : Mr. STEPHEN JALBERT Date: 06/30/2006
Organization: BEVERLY MEDICAL SUPPLIES INC
Category : Health Care Industry
Issue Areas/Comments
GENERAL
GENERAL
SEE ATTATCHMENT
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Have Accreditation and Standards in Place before Starting

We recently went through the process of accreditation, and it took 7 months from
the time we submitted our application until our initial site visit. We expected it to
take 3 months. We still have not heard the official word yet. | for one welcomed
the idea of, and enjoyed the process of accreditation. We are a small (1.1 million
in annual sales) family run DME, and it was a great opportunity to improve they
way we operate and do business. We love the idea of weeding out the rouge
dealers, but let's not rush things. From my experience, there is simply no way to
accomplish this by the end of 2006. Only accredited providers should be eligible
to submit bids. CMS should not proceed with competitive bidding until it is sure
that this is possible.

CMS also needs to establish quickly who will be the bodies overseeing this
undertaking, and it better be all 4 of the large accreditation bodies. It would really
concern me if we went through the whole costly process only to find out that the
organization we chose was not selected by Medicare as a contractor. O, why
does CMS need to establish a department to monitor the accreditation bodies.
There only function is to ensure that the standards set forth by both themselves,
Medicare, and OSHA are adhered to. This seems like an enormous waste of
time and money. how an accreditation body that has been doing this for years
should set there standards. Unnecessary cost if you just select quality
organizations to oversea the accreditation process. CMS needs to identify the
criteria it will use to identify the accrediting bodies now. CMS should grandfather
all providers accredited by organizations that meet the criteria CMS identifies.
CMS should allow additional time for providers to analyze the quality standards in
conjunction with the NPRM rule. The quality standards will affect the cost of
servicing beneficiaries and are an integral part of the bid process.

Make Competitive Bidding Competitive, and Sustainable

CMS should not artificially limit bids by disqualifying bids above the current fee
schedule amount for an item. Otherwise, the competition is not truly competitive
based on market prices. Bid evaluation and the selection of winning bidders
should be designed to result in pricing that is rational and sustainable. CMS has
not identified any process through which it will seek to determine that the bids are
either.

Don't make it Harder for Providers to sell their Businesses

the proposal to restrict the acquisition of a winning provider unless CMS needs to
replace the supplier's capacity within the MSA places an inappropriate restriction
on the provider's property rights. While it is appropriate for CMS to consider the
buyer's quality and financial stability, CMS should not make approval of the
acquisition contingent on the need to preserve capacity within the MSA. Thisis a
gross overstepping of what should be your boundary.




Consider the Impact on the Patient

CMS cannot rely solely on costs and volume for product selection. Consider
issues such as access and medical necessity of beneficiaries who use the items.
Competitive bidding should not be a substitute for appropriate medical policy.

"Composite Score" Methodology

The NPRM describes a methodology of creating a “composite” score to compare
suppliers' bids in a category using weighting factors to reflect the relative market
importance of each item. CMS should make clear that it will provide suppliers
with the weighting factors that CMS will use to evaluate the bids in each MSA so
that suppliers are able to determine how best to bid each HCPCS within a
category using the same criteria as CMS.

Getting It Right Is More Important than Rushing Implementation

CMS should stagger the bidding in MSAs in 2007 to allow for an orderly roll out
of the program. This will also allow CMS to identify problems that occur in the
competitive bid areas and correct them before the problems become widespread.
Also, the initial MSAs and products selected should be identified in the final rule.
And under the timeline CMS is proposing, small providers will not have time to
create networks, which eliminates them as a practical option for small providers
that want to participate. '

Rebates sounds like a kick back and screams of fraud and abuse

The NPRM describes a rebate program that allows contracted suppliers to rebate
the difference between their bid and the established payment amount to the
beneficiary. There is no legal basis under the law for permitting rebates.

Providing rebates is contrary to other laws applicable to the Medicare program,
namely the Anti-Kickback Statute and the Beneficiary Inducement Statute.
Furthermore, if an organization elects to go through with the reduction in revenue
by accepting the rebate program they cannot advertise it or promote it in any way.
However, CMS will do that for them. That makes no sense at all.

Providing rebates also is contrary to the statutory requirement that beneficiaries
incur 20% co-pay.

The OIG has stated in several Fraud Alerts and Advisory Opinions that any
waiver of co-pays likely violates both the Anti-Kickback Statute and the
Beneficiary Inducement Statute.

CMS said the rebates would allow providers to be "more competitive", but PAOC




member Dave Kazynski, president of VGM's Homelink, noted that beneficiaries
are mainly concerned about quality, not a small rebate.

Limitation on Beneficiary Liability for tems Furnished by Non-contract Suppliers

The Standards state that “if a non contract supplier located in a competitive
bidding are furnishes an item included in the competitive bidding program for that
area to a beneficiary who maintains a permanent residence in the area, the
beneficiary would have no financial liability to the noncontract supplier unless the
grandfather exception applies”. There is no way to enforce this, nor does this
really have any merit at all. If an organization loses out on the bid or chooses
based on the dire consequences that competitive, CMS cannot tell them that not
to market and sell their products to anyone. It is a free market, and though they
can not bill to Medicare for that item, they can sell it cash wise to anyone they
see fit. At that point there is no contract in place, and CMS no longer holds
jurisdiction over that organinization.

Product Selection

Small companies that serve the community really need to know what items you
plan on selecting. All that has been said is that the product up for bid will be
based on potential savings. The agency will begin with items that have the
highest volume and highest cost. The rule also proposes grouping similar items
into product categories, such as hospital beds and accessories, so that
beneficiaries would be able to get all related items in that category from one
supplier. Suppliers will then be required to submit a bid for all items included in
any product category.

A competitive bidding product group may include products (and more specifically
HCPCS codes) from multiple medical policies. The intent of the law is to exclude
products where bidding would affect access or quality, but this protection is lost if
medical policies are combined. In order to ensure quality of care, CMS should
ensure that providers that specialize in specific conditions are able to bid.

If medical policies are combined, then the only providers eligible to bid would be
those that carry the broadest product offering, regardless of their expertise.

The Bid Process

Suppliers cannot bid higher than the current fee schedule amount, even if they
incur additional administrative or operational costs serve the competitive
acquisition area (Example: Surgical dressings in the Polk County demonstration
were of higher costs.) The proposal's use of “capacity” is non-specific & variable.
Utilization can change, e.g., patients moving in & out of HMOs. While the
demonstrations used the median of all bids to determine the single price, the
proposed rule uses only the capacity concept.




Further, there is no incentive to exclude extreme ‘lowball’ bids, as bidders
assume they will be paid an amount higher (i.e., the "pivotal" bid) than their bid.
Some have suggested CMS require bidders to accept their actual bid price for
the duration of the contract, acknowledging that additional administrative
procedures and hurdles may be affected with multiple payment amounts. Other
suggests disallowing statistical outliers (e. g. bids that fall outside X standard
deviations of the mean). Some industry analysts have likened the traditional
competitive bidding scenarios in which the lowest bidder generally “‘wins”.

Determination of Number of Suppliers

CMS' process to determine the number of suppliers to meet projected demand in
a MSA and its methodology to estimate supplier capacity are stacked in favor of
large, high volume regional suppliers despite CMS' assertion that the NPRM
provides opportunity for small suppliers to participate. Moreover, there are no
guarantees that any of the winning bidders is a small business or a network of
small businesses.

CMS needs to consider the negative impact the NPRM will have on small DME
businesses and on the competitiveness of the second and third rounds of
competitive bidding. You folks have made the point that beneficiaries will really
not be affected, by a potential 50% reduction in DME companies, but frankly you
cannot make that statement until you know how many suppliers will be allowed in
each MSA.

CMS should consult with the Small Business Administration to better assess the
impact the NPRM will have on small businesses.

Clarification of "Competitive" and Potential Savings

CMS should explain and clarify what methodology will be used to determine
whether a MSA is "competitive" during the 2008 - 2009 expansion.

CMS should explain and clarify what specific measures will be used to decide
whether an item's potential savings as a result of competitive bidding?

* Annual Medicare DMEPOS allowed charges: Is there a threshold expenditure
level that will trigger CA for a product category?

* Annual growth in expenditures: Is there a threshold growth percentage and
does it varies by the dollar size of the category?

* Number of suppliers: How will CMS determine the appropriate number of
suppliers for a product category in each MSA? What supplier capacity thresholds
will be used to determine this and how were those thresholds determined?

* Savings in DMEPOS demonstrations: How will savings be determined for the
vast majority of product categories not included in the Demonstration Projects?




* Reports & studies: Which ones and types will be considered? Who will review
the studies and determine their validity and applicability for modeling Medicare
program savings?

Gap filling

The provision for replacing the Gap Filling methodology for setting fees for new
DMEPOS items is inappropriate for inclusion in the Competitive Acquisition
NPRM. There can be no assurance that suppliers would submit bids for new
technologies at the level that would be inferred through Gap Filling. Rather,
issues of Gap Filling should be addressed in a separate NPRM and/or special
competitive acquisition process.

The three methodologies proposed to replace Gap Filling are not objective and
not directly related to price/value assessment. In addition, none of the
methodologies appear to involve the manufacturer and his/her health economic
or other support data. Rather, functional and medical benefit assessments would
be conducted by CMS contractors who may or may not have expertise in the
technology/therapeutic area. The proposal to use these methods to adjust prices
that were established using Gap Filling at any time after January 1, 2007 makes
it all the more important to include the manufacturer in the process.

Networks & Sub-contractors

If the network utilizes an "administrative entity" to be responsible for billing
Medicare, receiving payment on behalf of the network suppliers, and for
appropriately distributing reimbursements to the other network members, is this
entity required to be accredited? What if this legal entity ensures its provider
network members are appropriately accredited? What is the accreditation
process?

Can a sub-contractor / provider submit a bid and be a sub-contractor in another
product category?
Can a provider whom submits a bid and loses then become a sub-contractor?




CMS-1270-P-1171

Submitter : Anthony J. Filippis Date: 06/30/2006
Organization :  Wright & Filippis
Category : Home Health Facility
Issue Areas/Comments
GENERAL
GENERAL

Thank you for the opportunity to comment. Wright & Filippis is a provider of Prosthetics, Orthotics & H.M.E. for well over 60 years. Wright & Filippis is
accredited by the Joint Commission on Accreditation of Health Care Organizations (JCAHO) and the American Board for Certification in Orthotics and Prosthetics
(ABC). Our Organizational Improvement and Corporate Compliance staff support standards compliance form these two organizations as well as our Corporate
Compliance Policies and Procedure

Wright & Filippis is concerned about a couple specific issues. Our first concern is the proposed rebate provision in the proposed rule; we feel this needs further
evaluation, especially from the standpoint of the OIG Guidance for DMEPOS. Under the rebate program, providers who submit a bid below the single payment
amount that is set would be allowed to offer a rebate to beneficiaries equal to the difference between their actual bid and the payment amount. Rebates sound like
inducements. We have stressed Corporate Compliance and routine waiver of co-pay and deductible amounts for years. We chose a path of compliance and have
realized successes. However, this changes with the rebate program. Whether we actively promote a rebate program or not under the proposed rule, the mere fact that
it is available will add costs to the program from a Fraud & Abuse standpoint. More calls will have to be answered by CMS implying providers are paying
beneficiaries for using them, for the beneficiary will truly not understand the program. Although CMS proposes to distribute program materials in the competitive
bidding area that would identify contract providers who offer rebates, beneficiaries are going to call in with more questions why one provider is offering rebates and
another provider is not. Perhaps, there will be differing rebates offered for the same procedure code by different providers. More suspected fraud and abuse. More
calls, more confusion, added costs to implementation on sustaining the bid program will be the result.

Wright & Filippis believes Medicare should not allow providers to bid while they are in process of achieving accreditation rewards providers for not having
externally measured standards in place prior to the bid process. What about the providers who have had accreditation all along? What about providers who have
followed OIG Guidance all along? To only allow providers with a proven track record of accreditation and compliance will certainly reduce program administration
costs; evaluating providers against new Supplier Standards will increase program costs; added costs to implement and sustain the bid program.

There is still the challenge of how you are going to prevent beneficiaries from having to deal with two or three companies for the same Plan of Care. If someone
needs a hospital bed, a wheelchair and an oxygen concentrator, theoretically they could have to deal with three different companies under the bid concept. We don t
see how this really benefits the beneficiary but will certainly increase costs to implement and sustain the bid program. In addition to this, standards required under
Joint Commission accreditation mandate that from a continuity of care standpoint in home care, there should be a concerted effort to limit providers, not expand the
providers who service the patient.
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Submitter : Mr. Gordon Gund
Organization :  Foundation Fighting Blindness
. Category : Other Association
Issue Areas/Comments
Issue
Issue
Low Vision Aid Exclusion
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Foundation
Fighting Blindness
Driving research to save & restore sight

To cure RP (retinitis pigmentosa), macular degeneration, Usher syndrome and related retinal degenerative diseases

June 29, 2006

The Honorable Mark McClellan, M.D., Ph.D.
Centers for Medicaid & Medicare Services
200 Independence Avenue SW, Suite 314G
Washington, D.C. 20201

Fax: (202) 690-6262

Dear Dr. McClellan:

I am writing to express my concern regarding the “Low Vision Aid Exclusion” rule as set forth in the Federal Register, May
1, 2006.

As you are aware, the Centers for Medicare & Medicaid Services has announced its intention to bar coverage of low vision
devices as cited in CMS-1270-P. As specifically cited in Section Q of the Federal Register, the eyeglass exclusion for the
Medicare program applies to eyepieces, hand-held magnifying glasses, contact lenses and other instruments, such as closed-
circuit televisions and video magnifiers that use lenses to aid vision. Furthermore, Section 1862 (a) (7) of the Social Security
Act excludes payment for expenses that are for eyeglasses, and/or procedures performed to determine the refractive state of
the eyes.

More than 6.5 million Americans aged 55 and older are either blind or suffer from severe visual impairment. Visually
impaired individuals depend on low vision aids not only to maintain their active and independent lifestyles, but also to gain
or retain employment, earn an education or participate in community activities. Low vision aids can cost thousands of
dollars, which is a hefty investment for seniors and those with disabilities, many of whom are faced with financial
constraints. Denying coverage for low vision assistive technology will have far-reaching effects by discouraging innovators
and manufacturers from investing in and developing cutting-edge vision technology. More importantly, the health and safety
of visually impaired individuals may be compromised if they do not have access to these devices. Furthermore, preserving
the health, safety, and independence of Medicare beneficiaries will also reduce the burden they place on taxpayers.

Barring these low vision devices will have devastating effects on the quality of life of Americans with low vision, and I
respectfully urge you to reconsider this proposed rule. I welcome an open discussion with you on this matter and hope the
“low vision aid exclusion” rule can be adjusted so individuals with visual impairments will not be deprived of the materials
they require to live healthy, safe, and independent lives.

Thank you for your consideration of my concern and request.

Sincerely,
Gordon Gund

Chairman of the Board
The Foundation Fighting Blindness

The Foundation Fighting Blindness is a 501(c)3 non-profit, publicly-supported national organization.
11435 Cronhill Drive, Owings Mills, Maryland 21117-2220
(410) 568-0150 * TDD: (410) 363-7139 * Fax: (410) 363-2393 * www.FightBlindness.org




Submitter :

Organization:  NationsHealth

Category : Other Health Care Provider
Issue Areas/Comments

Opportunity for Participation by
Small Suppliers

Opportunity for Participation by Small Suppliers
See attachment.
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Comments Regarding Federal Register Publication

42 CFR Parts 411, 414, and 424

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

Prepared by NationsHealth

File Code CMS-1270-P

Issue Identifier- “Opportunity for Participation by Small Suppliers”

Comments:

e Acquisition-There is no question that the next several years will prove to be a
time of consolidation within the DME sector .The proposal to restrict the
acquisition of a winning provider unless CMS needs to replace the supplier’s
capacity within the MSA places an inappropriate and unfair restriction on the
provider’s property rights. The broad discretionary right that CMS can impose as
it relates to preventing an acquired company from participating needs to be more
clearly defined. While it is appropriate for CMS to consider the buyer’s quality
and financial stability, CMS should not make approval of the acquisition
contingent on the need to preserve capacity within the MSA.




CMS-1270-P-1174

Submitter : Date: 06/30/2006
Organization :

Category : Health Care Provider/Association

Issue Areas/Comments

Competitive Bidding Areas

Competitive Bidding Areas

Businesses should be required to pass quality standards before, not after they are allowed to bid.

The level of care for the Medicare beneficiary will greatly decline with competitive bidding. There will be no incentive for the company with the winning bid to
maintain any quality of care since they will have no competition. The Medicare beneficiary will not be able to go to someone else for service if they are unhappy
with the service they are being provided.

Small businesses will be forced out of business since larger national companies have stronger buying power.

Providers can not submit a realistic bid without knowing well in advance which region, and what equipment is being considered for competitive bidding.

CMS should just adjust the current allowables rather than go to the expense and trouble to create and maintain this competitive bidding process.

The rebate offering goes against current Medicare guidelines. Why would this be allowed?

Poor quality service for Medicare oxygen patients could mean additional emergency room visits and hospital stays. These stays are much more expensive for the
Medicare program. Maintaining a level of quality care is the main focus of today's Home Care companies, because Medicare allowables are the same for each

company and no one is allowed to offer kickbacks or rebates. If competition is eliminated there is no incentive for quality care. These patients can not maintain their
own equipment. These patients also require 24hr emergency service to be available.
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Submitter :
Organization:  NationsHealth

Category : Other Health Care Provider
Issue Areas/Comments

Determining Single Payment
- Amounts for Individual Items

Determining Single Payment Amounts for Individual Items
See attachment.
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Comments Regarding Federal Register Publication

42 CFR Parts 411, 414, and 424

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

Prepared by NationsHealth

File Code CMS-1270-P

Issue Identifier-“Determining Single Payment Amounts for Individual Items”

Comments:

e Rebates-The NPRM includes a rebate program that allows contracted suppliers to
rebate the difference between their bid and the established payment amount to the
beneficiary. This concept will be extremely confusing for the provider as well as
the beneficiary. There is no legal basis under the law for permitting or providing
rebates and is contrary to other laws applicable to the Medicare program. (namely
the Anti-Kickback Statute and the Beneficiary Inducement Statute) We also
strongly believe that furnishing rebates is contradictory to the statutory
requirement governing our industry that states all efforts must be made to collect
the remaining 20% after Medicare payment is received (understand the point and
makes sense but sentence is a huge run-on and needs to be broken up). We would
suggest determining other avenues in which to lower beneficiary out of pocket
expense (preferred formulary items, for example).




CMS-1270-P-1176

Submitter : Date: 06/30/2006
Organization :

Category : Health Care Provider/Association

Issue Areas/Comments

Submission of Bids Under the
Competitive Bidding Program

Submission of Bids Under the Competitive Bidding Program
Please see attached general comments relating to the competitive bidding process for certain DMEPOS covered items.
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University of Michigan
Hospitals and
Health Centers

MedEQUIP - Home Care Services
2705 S. Industrial Hwy., Suite 300
Ann Arbor, MI 48104

(734) 971-0975 - (800) 530-0714
(734) 971-1004 fax

June 30, 2006

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1270-P

P.O.Box 8013

Baltimore, MD 21244-8013

Re:  Competitive Acquisition Program for Certain Durable Medical
Equipment, Prosthetics, Orthotics, and Supplies (DMEPOS)
and Other Issues; Proposed Rule CMS-1270-P; General
Comments and Recommendations

Dear Sir or Madam:

MedEQUIP, the DME provider at the University of Michigan Hospitals and Health Centers
(UMHHC) would like to thank you for the opportunity to comment on the proposed
regulation to implement a competitive bidding program for certain covered items of
DMEPOS. We are writing to express our concern regarding the potential impact that a
competitive bidding system would have on Medicare beneficiaries, providers, and the entire
healthcare delivery system.

We are especially concerned with the impact that the National Competitive Bidding
requirement would have on hospital-based DME providers that operate as part of a self-
contained, fully integrated healthcare system.

Hospital-based DME providers are uniquely positioned as vital partners when they operate
within an integrated health system. The University of Michigan Hospitals and Health Centers
is an example of an integrated health system. The UMHHC is considered an integrated
healthcare provider because it is comprised of hospitals, a faculty group practice component,
outpatient clinics, free-standing community health centers, and a full-service DME and home
infusion provider.




There are many advantages to the integrated health system model. The most significant
advantages relate to cost effectiveness, favorable length of stay outcomes, efficiency, quality
of care, and continuity of care. When all components of health care are integrated across the
entire health care spectrum, patients are allowed more seamless access to the full continuum
of care in an efficient, cost-effective manner. Integrated health systems are able to maximize
cost savings and ensure efficiency by maintaining the continuum of care and coordinating its
use.

Providing home care services (DME) to patients that enter into an integrated health system is
a vital part of the continuum of care. While there are many tangible benefits to the integrated
approach, the provision of quality, effective, and timely DME services helps to ensure
favorable treatment outcomes. If hospital owned and operated DME providers are no longer
able to provide DME services to their patients upon discharge due to being blocked out
because of competitive bidding requirements, there would be an unfavorable ripple effect
throughout the many health systems and other organizations that utilize the integrated
delivery model.

Patients accessing services within an integrated health system continue to be a part of the
continuum of care upon discharge. Hospital-based DME providers are an extension of care in
the home or the non-hospital setting. Hospital-based DME providers are not simply a
separate, detached component of care.

We urge CMS to consider the following negative outcomes that would result if
integrated health systems were not allowed access to their patients throughout the entire
continuum of care:

Length of Stay

The UMHHC, like many other large, integrated providers, receives a disproportionately
large number of high acuity transfer patients due to our numerous specialty services. As
such, we often employ the most advanced and the most difficult-to-find home care
products and medical supplies. If large, complex health systems such as UMHHC were
forced to rely solely on external DME providers due to competitive bidding requirements,
delays in discharges would be inevitable as additional time and resources would be spent
attempting to find DME providers that can provide the difficult-to-find products that
higher acuity patients often require. Delayed discharges can and often do result in
additional inpatient days.

Increased lead times for discharges will be required and there will be instances where
providers may not be able to provide the required equipment. For example, smaller
providers may not have access to the more expensive specialty beds or pressure relief
support surfaces that patients may require upon discharge.

Throughput
If we are unable to appropriately manage length of stay, throughput will be adversely

affected. Our hospitals have maintained an extremely high census for the past twelve
months and we anticipate that our census counts will continue to be at or near capacity for




the foreseeable future. Efficient patient flow throughout our system is essential to
maintaining access to services. The ability of our discharge planners to utilize our DME
service has been very helpful in facilitating discharges. Having access to DME services
within our hospitals has greatly reduced lead times for discharges and our DME service
has helped to make the entire discharge process more streamlined.

Maintaining our status as a fully integrated health system compliments our academic
mission- we rely on healthy margins to help drive our educational mission, research,
patient care, and the building of new infrastructure. Our ability to return money back into
our health system ultimately benefits the communities we serve on a local, regional,
national, and international basis by advancing healthcare and how we deliver it.

Cost Shifting

When discharges are delayed and result in an increased length of stay, no real cost savings
are achieved. Costs are merely shifted within the health care continuum. CMS proposes to
save money by reducing spending on DMEPOS; however, any cost savings that result
from reduced expenditures for DMEPOS would be negated by the potential increase in
costs in other parts of the healthcare continuum. In addition, the increased administrative
costs that would almost certainly accompany the competitive bidding program would
more than negate any potential savings based on reduced DMEPOS expenditures.

Unfunded Mandate

If fully integrated health systems become forced to rely exclusively on external DME
providers to provide DME service for their patients, the discharge and order process will
become more cumbersome and delayed. In addition, each transaction will require
increased effort by staff and additional resources will be required to process discharges
and routine DME service requests, especially in instances where the approved DMEPOS
provider is unable to meet the need due to not having access to specific products.

The current pathway for ordering DME services for existing UMHHC patients is very
efficient and linked with the major clinical pathways within our health system. Removing
the integrated portion of the DME service from our health system would effectively
eliminate the built-in advantage of seamless communication, coordination, and planning.

Delays and added difficulty in performing routine discharges and the processing of DME
service requests will result in an additional administrative burden for integrated healthcare
providers and many other healthcare providers as well. An additional administrative
burden will equal increased costs for many entities within the healthcare continuum.

Quality of Care

If integrated hospitals and health systems are required to utilize external DME providers,
the overall level of quality care could decrease. If CMS relies on the low-cost bid winners




to provide services, there is no incentive for the winning bid providers to deliver quality
service that includes proper instruction on the safe and effective use of equipment.

Approved DME providers may not place sufficient emphasis on ensuring that the correct
and appropriate equipment and/or supplies are provided for the patient. For example, if a
provider is focused primarily on cost effectiveness (due to the low-bid nature of their
provider status) they may provide equipment that is either inappropriate or of inferior
quality to the patient. Providers have been known to provide improperly sized
wheelchairs; inadequate and inferior support and pressure relief surfaces; and other
equipment and supplies that do not provide any real benefit to the patient. In fact,
improper use and supply of equipment can actually result in hospital readmissions. These
types of preventable admissions are far less frequent when DME providers work as part of
an integrated health system as there is more accountability, communication, control, and
commitment to quality.

Providers who submit low bids will not be motivated to provide the appropriate level of
service or care. Low bid providers will be forced to minimize their face-to-face contact
with patients so they can move on to the next patient and maintain a viable margin.
Providers selected on the basis of low cost will focus their efforts on true value-added
activities. Value-added activities are those that will bring in revenue to the provider, i.e.,
number of deliveries- not the amount of time spent on patient education activities.

There is no question that effective and adequate patient education leads to more favorable
clinical outcomes. When low bid providers place less emphasis on face-to-face patient
interactions, the probability for successful outcomes is reduced. Winning bid providers
may not be able to resist the temptation to “cut corners” when it may mean the difference
between profitability and loss.

A recent American Association of Homecare study indicates that indirect services such as
patient assessments, intake, maintenance, and regulatory compliance make up more than
70% of the costs of providing home oxygen therapy. Providers will be forced to reduce
the amount of money spent on the activities associated with providing DME services if
they operate as a low-bid provider.

Continuity of Care

The UMHHC operates its own DME service in order to take advantage of the complete
continuum of care. Our internal DME department enables us to provide service to our
patients 24 hours per day, 365 days per year. This 24 hour access to DME service has
helped us extend quality care beyond the inpatient setting. As patients transition into the
homecare setting, the ability to seamlessly coordinate care across multiple services within
our health system has yielded benefits in service level, cost-savings, treatment outcomes,
and patient satisfaction.

If integrated health systems are no longer allowed the ability to provide all of their
patients with the same seamless access to DME services, all of the benefits that come with
being able to coordinate care will be lost.




Preserving Patient Access to Care

Requiring Medicare beneficiaries to obtain services from certain providers will limit
access to care. Restricting patient choice will also threaten long-standing patient and
provider relationships. Up to 50% of all DME providers could be forced out of the market
if the current proposed rules take effect. Limiting choice and limiting access is simply
bad medicine. Restricting beneficiaries’ choice could potentially negatively impact health
outcomes.

Recommendations

We recommend that CMS consider the following changes to the proposed rule:

1.

Allow hospital-owned and operated DME suppliers the option to participate at the
winning bid rate. This would enable hospital-owned and operated suppliers to
maintain access to their patients and it would also meet CMS’ goal of addressing
cost-savings concemns that the competitive bidding process was intended to
accomplish.

The term “Contract Supplier” should be modified to include all hospital-owned
and operated DMEPOS suppliers. The expanded definition would enable hospital-
owned suppliers the ability to maintain access to their patients throughout the
entire continuum of care.

. Final and specific accreditation/quality standards should be formalized and

required before a supplier is allowed to participate in the bidding process. From a
patient perspective, suppliers that already meet certain quality standards is an
important consideration. Suppliers that receive an adequate level of reimbursement
for the service they provide is the best way to ensure quality; a government
bureaucracy cannot “force” quality standards via a bidding mechanism that centers
around low costs. Natural competition within the context of a free market will
result in sustainable quality standards that far exceed those of a government
mandate.

CMS should consider the patient perspective: limited provider panels restrict
choice and will negatively impact access to care. CMS should allow beneficiaries
the option of continuing their care by expanding the provider panels as much as
possible.

CMS should eliminate the rebate proposal. Allowing beneficiaries the option to
receive services from suppliers that can offer rebates will lead to inefficient and
inappropriate utilization of services. Additionally, the use of rebates may result in
an unfair competitive advantage among suppliers. The use of rebates in a program
that is intended to result in cost-savings is counter-intuitive.




6. A National Business Services, Inc (NBS) study indicates that the current proposed
rule will require that CMS increase its staff by nearly 1600 personnel and
substantially grow the CMS bureaucracy. We urge CMS to conduct further cost-
savings analysis that focuses on the program’s incremental administrative costs
prior to implementing the competitive bid program.

Conclusion

We urge CMS to seriously consider the many negative effects that a national competitive
bidding program would have on fully integrated health systems. Integrated health care
providers rely on the availability of information and the seamless transitions from one care
setting to another. A competitive bidding program that would prevent certain providers
from accessing their patients would result in increased administrative costs, increased
inpatient days, decreased patient satisfaction, and unfavorable treatment outcomes.

Integrated health systems must be allowed to maintain access to their patients throughout
the entire continuum of care. Providing DME services to patients as they transition into
the homecare setting is a vital segment of the continuum of care. Hospitals and health
systems that are able to provide DME services are able to maintain quality standards that
often result in more favorable treatment outcomes.

If CMS does not exempt or provide special consideration to integrated hospitals and
health systems that own and operate their own DME service, all of the inherent benefits
that are associated with the integrated healthcare model would be severely diminished.

Again, MedEQUIP (University of Michigan Hospitals and Health Centers) would like to
thank you for the opportunity to offer our comments on the proposed rule to implement a
competitive bidding program for certain covered DMEPOS items.

Sincerely,

Kenneth Bandy

Administrative Director

Home Care Services

University of Michigan Hospitals and Health Centers
kbandy@med.umich.edu
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# 77

Comments Regarding Federal Register Publication

42 CFR Parts 411, 414, and 424

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

Prepared by NationsHealth

File Code CMS-1270-P

Issue Identifier- “Conditions for Awarding Contracts”

Comments:

e Accreditation- We agree with the fact that only accredited providers should be
eligible to submit bids. We do, however, feel that due to the short timeframe, any
accrediting agency that is approved by CMS will require a 9 to 12 month process.
It has been especially difficult, in the past, to identify an accreditation process for
a supplier with a mail-order model. CMS should allow proper time for providers
to analyze quality standards in conjunction with the rule and the costs that those
standards would require of the contractors. We would suggest that vendors can
chose their accreditation from either a state agency or any of the private health
care services accreditation agencies (NCQA, URAC etc.) We would also
recommend that CMS allow up to one year for accreditation, provided that the
vendor can show “in good faith” that they have initiated the accreditation process.
Also, as the initial phases are stabilized and become more “compartmental”, it
may be beneficial to have accreditation programs specifically for certain product
categories to assure beneficiary quality and access. .

e Evaluation of Bids- The NPRM describes a methodology of creating a
“composite" score to compare suppliers' bids in a category using weighting
factors to reflect the relative market importance of each item. We would ask that
CMS present a clear and specific overview for suppliers that includes the
weighting factors that CMS will use to evaluate the bids in each MSA, so that
suppliers are able to determine how best to bid each HCPCS within a category. .

There is also no incentive to exclude extreme ‘lowball’ bids, as bidders assume
they will be paid an amount higher (i.e., the "pivotal" bid) than their bid. Some
have suggested CMS require bidders to accept their actual bid price for the
duration of the contract, acknowledging that additional administrative procedures
and hurdles may be affected with multiple payment amounts while others suggest
disallowing statistical outliers. (e. g. bids that fall outside X standard deviations of
the mean)

CMS should not artificially limit bids by disqualifying bids above the current fee
schedule amount for an item. Otherwise, the competition is not truly competitive
based on market prices. Bid evaluation and the selection of winning bidders
should be designed to result in pricing that is rational and sustainable. CMS has
not identified any process through which it will seek to determine that the bids are
either rational or sustainable.
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# 75

Comments Regarding Federal Register Publication

42 CFR Parts 411, 414, and 424

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

Prepared by NationsHealth

File Code CMS-1270-P

Issue Identifier- “Criteria for Item Selection”

Comments:
CMS does not specify what products will be put up for bid, but it does say that
selection will be based on potential savings. The agency will begin with items that
have the highest volume and highest cost. The rule also proposes grouping similar
items into product categories, such as hospital beds and accessories, so that
beneficiaries would be able to get all related items in that category from one
supplier. Suppliers will then be required to submit a bid for all items included in
any product category.

A competitive bidding product group may include products (and more specifically
HCPCS codes) from multiple medical policies. The intent of the law is to exclude
products where bidding would affect access or quality, but this protection is lost if
medical policies are combined. In order to ensure quality of care, CMS should
ensure that providers that specialize in specific conditions/areas are able to bid. If
medical policies are combined, then the only providers eligible to bid would be
those that carry the broadest product offering, regardless of their expertise thus
eliminating the seasoned specialty providers with long-standing patient '
relationships and years of experience with the products.
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HOMECARE CONCEPTS, INC.
1095A Route 110
Farmingdale, NY 11735
1-800-434-0555

June 29, 2006

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1270-P

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Comments Delivered via Electronic Submission

Re: Comments on the Medicare Program; Competitive Acquisition for Certain Durable
Medical Equipment, Prosthetics, Orthotics, and Supplies (DMEPOS) and Other Issues
[CMS-1270-P]

We would like to take this opportunity to provide comments on the Proposed Rule Making,
CMS-1270-P. As requested, we have indicated the “issue identifier” at the beginning of each
comment. The following are our comments and recommendations:

General

1.) “General” - Implementation Needs to Be Delayed. CMS should push back the
implementation date of October 1, 2007 and look to stagger the bidding in MSAs over a twelve
month period to allow for an orderly roll out of the program. This will also allow CMS to
identify problems that occur in the competitive bid areas and correct them before the problems
become widespread. In addition, under the timeline currently proposed by CMS, small providers
will not have time to create networks, which eliminates them as a practical option for small
providers that want to participate, creating another reason for a delay in planned implementation.




2.) “General - CMS Needs to Establish an Implementation Timeline. CMS needs to establish an

implementation timeline that at a minimum identifies the following steps and expected
completion dates: '
Publication of Supplier Standards
Approval of accrediting organizations
Issuance of interim final and final regulation
Publication of final 10 MSAs and product categories
Commencement of bid solicitations
Conclusion of bid solicitations
Announcement of winning bidders
Education of beneficiaries and medical community
e Implementation within each MSA.
It is expected that the publication of such a timeline will highlight the significant problems
that lie ahead based on an overly aggressive implementation plan.

3.) “General” - The Program Advisory And Oversight Committee (PAOC) Must Be Included By
CMS In The Review Of Public Comments And The Development Of The Final Rule. CMS
must include the Program Advisory and Oversight Committee in the review of the public
comments received during the 5/1/06 through 6/30/06 comment period and the development of
the Final Rule. To not do so excludes the important counsel and advice of key stakeholders in a
critical process and goes against the very intent of establishing the PAOC.

4.) “General” - Additional Comment Period reflective of DRA Implementation Regulations for
Oxygen and Capped Rental Equipment Without having established the scope of this new
requirement and how it will affect competitive bidding, our ability to comment is limited in this
respect. We are aware that CMS will be publishing regulations to implement the DRA in the
near future. We need an opportunity to assess and comment on how the new rules will apply
under the framework for competitive bidding. We suggest that CMS issue an interim final rule
to allow additional comments on this issue.

5.) “General” - Additional Comment Period reflective of Quality Standards Without having
published Supplier Standards it is difficult to comment on areas of the NPRM that are directly
reflective of standards that have not yet been finalized. We again suggest that CMS issue an
interim final rule to allow additional comments on these issues.

6.) “Quality Standards and Accreditation for Suppliers of DMEPOS” - Only Companies That
Are Accredited Should Be Eligible To Bid. Only accredited providers should be eligible to
submit bids. CMS should not proceed with competitive bidding until it is sure that this is
possible. CMS needs to identify the criteria it will use to identify the accrediting bodies now.
CMS should grandfather all providers accredited by organizations that meet the criteria CMS
identifies. CMS should also allow additional time for providers to analyze the quality standards
in conjunction with the NPRM rule. The quality standards will affect the cost of servicing
beneficiaries and are an integral part of the bid process.

7.) “Conditions for Awarding Contracts” - An Appropriate Screening Process Must Be
Developed To Determine Which Submitted Bids Will Qualify For Consideration. (proposed




§414.414) CMS should clearly identify a screening process that will be used to determine
whether a submitted bid will be given any consideration. This process should include, at a
minimum, three steps that a bid must go through before it is entered into the bidding pool. First,
is the company accredited? If not, the bid is rejected. Second, does the company meet the
financial standards? If not, the bid is rejected. Third, is the claimed “capacity” realistic? A
company should not be permitted to claim a capacity greather than 25% over the number of
products provided to Medicare beneficiaries in the previous year, anything more would be
unrealistic. Only after the satisfactory completion of these three steps should a company’s bid be
processed for further review and consideration as to pricing.

8.) “Conditions for Awarding Contracts” - Competitive Bidding Must Be Competitive And
Sustainable. CMS should not artificially limit bids by disqualifying bids above the current fee
schedule amount for an item. Otherwise, the competition is not truly competitive based on
market prices. Bid evaluation and the selection of winning bidders should be desi gned to result in
pricing that is rational and sustainable. CMS has not identified any process through which it will
seek to determine that the bids are either. CMS must specifically address the inflation update
process and how the bid price will be updated by the CPI-U.

9.) “Conditions for Awarding Contracts” - Do Not Make It Harder For Providers To Sell Their
Businesses. (proposed §414.414(e)) The proposal to restrict the acquisition of a winning
provider unless CMS needs to replace the supplier’s capacity within the MSA places an
inappropriate restriction on the provider’s property rights. While it is appropriate for CMS to
review a change of ownership to determine whether the new entity meets the quality standards
before granting the new company contract supplier status, CMS cannot reasonably withhold its
approval of a change of ownership and should not deny contract supplier status to the new entity
on the basis that its capacity is not necessary within the competitive bidding area. CMS should
not make approval of the acquisition contingent on the need to preserve capacity within the
MSA. If the sale of a contracted supplier does not weaken the company’s ability to deliver
service per their competitive bidding agreement and post-sale that company continues to meet
the contract requirement, that contracted supplier and its new ownership should retain its
contract. The needed approval for capacity from CMS unfairly lowers the value of the company
to an owner who has spent his/her life growing the company with the goal to someday sell, or in
the case of hiers who may need ot sell to cover estate taxes.

10.) “Conditions for Awarding Contracts” - Provisions Must Be Developed To Guard Against
Unrealistic Bid Amounts. (proposed §414.414(e)) Suppliers could bid an extremely low price
and indicate extremely low capacity to ensure inclusion. If too many use this strategy it could
profoundly impact the single bid price.

11.) “Conditions for Awarding Contracts” - Financial Standards Must Be Clearly Defined And
Evaluated Prior To Consideration Of Any Bid. (proposed §414.414(d)) Specific steps need to
be established to allow a consistent evaluation of all companies and audited financial statements
should not be required.

12.) “Conditions for Awarding Contracts” - A Bidding Company Should Be Required To
Submit Specific Financial Information To Verify Financial Capability Review. This




information should consist of: (a.) Two year comparative financial statements prepared in
accordance with Generally Accepted Accounting Principles (GAAP). The financial statements
must be accompanied by a "compilation,"or "review," report from an independent Certified
Public Accountant who is a member of A.I.C.P.A. or a local state society. (b.) Certificate of
Insurance verifying a minimum of $1,000,000 in general liability coverage and listing other
appropriate insurance policies in force. ‘(c.) Letter from primary institutional lender verifying
current lending relationship and the potential borrowing capacity of the company. (d.) Letters
from two primary product suppliers. Once received, CMS should review all submitted
documentation for completeness and appropriateness.

13.) “Conditions for Awarding Contracts” - Use A Factor Of 130% In Calculating Supplier
Capacity Needed In An MSA. (proposed §414.414(e)) In determining the number. of suppliers
needed, CMS should apply a factor of 130% to the identified Market Demand. This would
promote more competition in the market, ensure more suppliers remain in the market to serve
non-Medicare payors, and ensure better competition for any future bidding rounds. In addition,
this minimizes the need to recruit more suppliers (that bid above the pivotal bid) if one of the
contracted suppliers is terminated or elects to drop out of the competitive bidding program.

14.) “Conditions for Awarding Contracts” - Safeguards Must Be Put In Place To Ensure
Realistic ““Capacity” Amounts Are Assigned To Bidding Companies. (proposed §414.414(¢))
Significant problems will result if companies are allowed to claim unrealistic capacity. A
company should not be permitted to claim a capacity greater than 25% over the number of
products provided to Medicare beneficiaries the previous year.

15.) “Conditions for Awarding Contracts” - A Company Should Be Able To Bid For Only A
Portion Of An MSA. The draft rule requires that a bidding company service the entire MSA.
This presents significant hardship to small businesses and may result in poor service in certain
areas. A better solution is to allow a bidding company to indicate by zip code what areas of the
MSA they will cover. Some MSA’s cross over state lines making it unrealistic for some single
state smaller companies to compete.

16.) “Criteria for Item Selection” - Product Selection Must Be Conducted With Beneficiary
Welfare In Mind. CMS must be sensitive to and implement provisions to prevent the many
problems competitive bidding may create for beneficiaries. These include an individual
beneficiary having to deal with multiple suppliers. The inappropriateness of including items that
are custom and service oriented in nature must also be recognized. CMS cannot rely solely on
costs and volume for product selection. Issues such as supplier access and medical necessity of
beneficiaries who use the items must be addressed. Competitive bidding should not be a
substitute for appropriate medical policy.

17.) “Criteria for Item Selection” - Consider The Impact On The Patient. CMS cannot rely
solely on costs and volume for product selection. Consider issues such as access and medical
necessity of beneficiaries who use the items. Competitive bidding should not be a substitute for
appropriate medical policy.




18.) “Criteria for Item Selection” - Brand-Specific Requirements The NPRM proposes to allow
physicians to prescribe a specific brand or type of equipment. According to CMS, this type of
provision would preserve beneficiary access to equipment. Although contract suppliers will not
be required to carry all brands/models of equipment included in competitive bidding, if a
physician orders a specific brand/model the supplier does not carry, the supplier must choose
whether to fill the order, refer the beneficiary to another supplier, or ask the physician to change
the order. Medicare will not pay for another item if the supplier failed to provide the brand name
item the doctor ordered. We believe it is unnecessary for CMS to include this requirement as
part of a competitive bidding program as the physician is always free to order a specific item.
Importantly, this requirement will promote a demand for premium or brand name items based on
direct to consume advertising. The current HCPCS codes do not support brand specificity. We
recommend that CMS not include this provision in the final rule

19.) “Submission of Bids Under the Competitive Bidding Program” - Only Companies Currently ‘
Delivering Service To Medicare Beneficiaries In An MSA Should Be Allowed To Submit A Bid
For That MSA. Any company that submits a bid should have a track record of serving the
targeted geography to validate its capabilities and service record. Only those entities should be
eligible for consideration in the bidding process.

20.) “Submission of Bids Under the Competitive Bidding Program” - Requirements to Bid on all
Products in a Category Suppliers may choose to bid on one, some, or all of the product
categories, but if a provider bids on a category, that provider must bid on each item included in
the category. CMS must define product categories narrowly, to make sure that they are
consistent and representative of the products that a supplier might actually furnish. Including a
broad category for wheelchairs could be very problematic. Suppliers who do not specialize in
rehab may not carry more complex wheelchairs, whereas suppliers who do specialize in this area
may not focus on basic equipment. In addition, the Wheelchair Accessories and Wheelchair
Seating Categories are directly associated with ensuring the appropriate wheelchair, with the
appropriate accessories are provided to the beneficiary. In theory, a supplier could be awarded a
winning bid in the Wheelchair category, however, they could end up not being a winning bidder
for the associated seating and accessories. In effect, many patients will end up having to deal
with two or more providers for a single wheelchair. We recommend that CMS look to ensure
that providers with a winning bid for the base wheelchair are also permitted to provide the
associated accessories and seating for that item under Medicare.

21.) “Terms of Contract” - Eliminate Requirement That Winning Supplier Must Repair Patient-
Owned Equipment. (proposed §414.422(c)) It is appropriate for winning suppliers to be
required to service any equipment they provide. However , this requirement should not be
placed on equipment that is supplied by others. The current reimbursement rates for service and
repair are inadequate and it is impossible for'a bidding supplier to factor these costs into their
bids.

22.) “Terms of Contract” - Eliminate Limitation That Only Winning Suppliers May Repair
Patient-Owned Equipment. (proposed §414.422(c))




23.) “Terms of Contract” - Restrictions On What Products Can Be Supplied To Individuals
Outside The Medicare Program Must Be Eliminated. (proposed §414.422) The terms and
conditions section states “‘non-discrimination- meaning that beneficiaries inside and outside of a
competitive bidding area receive the same products that the contract supplier provides to other
customers”. This is unrealistic. In order for suppliers to bid lower prices they must either
provide lower cost products or reduced services. Competitive bidding should be more like a
contract with managed care where formularies are used. Medicare will be fully aware of what
Medicare beneficiaries will receive, but it should not limit what customers outside of the
competitive bidding program receive.

24.) “Terms of Contract” - Do Not Require Winning Suppliers To Take On Beneficiaries That
Are Currently Using Capped Rental Equipment From Another Supplier. (proposed §414.422(c))
Under a capped rental scenario, accepting a new beneficiary transfer after several months of
rental with another supplier is unrealistic. It is impossible for a bidding supplier to factor in the
cost of taking on beneficiaries that began service with another Medicare Supplier as it is
impossible to predict whether beneficiaries will decide to switch suppliers. If this requirement is
to remain, then a new rental period should start when the beneficiary begins to receive an item
from a winning supplier.

25.) “Opportunity for Participation by Small Suppliers” - Require That A Minimum Number Of
Small Suppliers Be Included In The Winning Contract Suppliers. At a minimum, small business
suppliers in an amount equal to the number of winning bidders should be allowed to participate
in the contract assuming they submitted a bid at or below the current allowable amount.

26.) “Opportunity for Participation by Small Suppliers” — Small Business Opportunity The
presumption that simply providing small businesses an opportunity to form networks meets the
MMA mandate to include small businesses in the competitive bidding process is outright
prejudice against the majority of businesses in the country. We recommend that CMS determine
the total capacity required in an MSA or portion thereof and then add 30 to 50 percent.
Designate the “excess” for small business set aside. (Note: Small Businesses who elect to
participate in this program must bid but not be part of the equation to determine the pivotal bid.
Have them designate themselves up front as applying for the set aside and separate them from
the other bids.) When the number of required contract providers is determined to meet 100% of
the total capacity, provide for an equal number of small businesses to cover the “excess”
capacity. As long as a small business is otherwise qualified to bid, even thought they have bid at
or above the pivotal bid, rank them according to a separate set of standards amongst themselves
and offer the required number of contracts at the final bid price. This would guarantee the
survival of some companies for the next round, without them here there will be no real
competition in subsequent processes; only national companies will prevail.

27.) “Opportunity for Networks” - Clarify Network Regulations. (proposed §414.418) What are
structural requirements? Who can do billing and collection? Other operational issues?

28.) “Opportunity for Networks” — The Market Share Limitations of Networks Should Be
Increased To 50%. (proposed §414.418) Market share limitations should be increased to 50%.
Anything less than that places network members at a disadvantage as compared to other large




single legal entities that may bid. This would penalize small suppliers. Capping it at 50% still
provides adequate competition in the area and also meets the legislative requirement that there be
at least two winning bidders.

29.) “Opportunity for Networks” - Network Bidding Allow the members of a network to also
bid as an individual company. Somehow, you have to allow smaller businesses a chance against
the national corporations. We recommend that businesses be able to desi gnate themselves as
small businesses and be considered both in the small business category and as part of a network
in regular consideration with other bidders.

30.) “Payment Basis” - Allow Traveling Beneficiaries From Competitive Bidding Areas to Be
Serviced At Standard Medicare Allowables. (proposed §414.408(f)) The NPRM states that if a
beneficiary is visiting a non-competitive bidding area and requires service, the supplier would be
paid at the single payment amount for the item in the competitive bidding area where the
beneficiary maintains a permanent residence. This proposed plan will make it difficult for
beneficiaries to obtain products and services in some areas. Although it is current Medicare
policy, the maximum payment difference from one State to another is currently only 15%, while
the difference between a single payment price under competitive bidding and the fee schedule
amount in a non-bid area could be substantially more than that. Ifa beneficiary receives service
in non-bid area, CMS should pay the traditional Medicare allowable amount that corresponds
with the beneficiary’s permanent residence for up to five months.

31.) “Payment Basis™ - Provide Details On How Pricing Will Be Used A fter January 1, 2009.
CMS has the authority to use payment information for covered items furnished on or after
January 1, 2009 that are included in a competitive bidding program, to use the payment
information determined under that competitive bidding programs to adjust payments amount for
the same DMEPOS in areas not included in the competitive bidding program. CMS needs to
issue a separate NPRM addressing this issue to allow for substantive comments on specific
proposals.

32.) “Payment Basis: - Inflation Update. CMS states that providers do not have to factor
inflation into their bids because the competitive bid price will be updated by the CPI-U.
Providers have no assurance that Congress will not override the update through subsequent
legislation in any given year. CMS needs to address how it plans to assure providers that the
inflation update to the competitive bid price will not be subject to subsequent freezes in the CPI-
U. If CMS cannot provide this assurance, then it should instruct bidders to include an inflation
adjustment in their bids. '

A 33.) “Payment Basis” - Limitation of Beneficiary Liability We understand that Medicare will

not cover DMEPOS items subject to competitive bidding furnished to a beneficiary in a
competitive bidding area by a non-contract supplier. Under current Medicare rules, a supplier
may furnish the beneficiary with an ABN notifying them that Medicare will not pay for an item.
Other portions of the NPRM specifically state that ABN’s will be permitted under a competitive
bidding program, and the MMA requires that CMS continue to allow suppliers to use ABN’s.
CMS needs to clarify what it means when it states that a beneficiary will have no financial
liability to a non-contract supplier for a competitively bid item furnished by that supplier.




34.) “Rebate Program” - Rebate Provisions Must Be Eliminated. (proposed §414.416 (c) ) The

NPRM describes a rebate program that allows contracted suppliers to rebate the difference
between their bid and the established payment amount to the beneficiary. There is no legal basis
under the law for permitting rebates. Providing rebates is contrary to other laws applicable to the
Medicare program, namely the Anti-Kickback Statute and the Beneficiary Inducement Statute.
Providing rebates also is contrary to the statutory requirement that beneficiaries incur a 20% co-
pay. The OIG has published guidance in the form of advisory opinions, fraud alerts and special
advisory bulletins to assist providers and suppliers in understanding their obligations to comply
with the statutory prohibition on beneficiary inducements.

35.) “Gap-filling” - Different Alternatives To Gap Filling Must Be Used. (proposed
§414.210(g)) Itis good to see the acknowledgement of the problems and inappropriateness of
the Gap Filling pricing methodology. The provision for replacing the Gap Filling methodology
for setting fees for new DMEPOS items is inappropriate for inclusion in the Competitive
Acquisition NPRM. The three methodologies proposed to replace Gap Filling are not objective
and not directly related to price/value assessment. In addition, none of the methodologies appear
to involve the manufacturer and his/her health economic or other support data. Rather, the
proposed rule calls for functional and medical benefit assessments to be conducted by CMS
contractors who may or may not have expertise in the technology/therapeutic area. The proposal
to use these methods to adjust prices that were established using Gap Filling at any time after
January 1, 2007 makes it all the more important to include the manufacturer and other
knowledgeable entities in the process.

36.) “Gap-filling” - Develop More Equitable System To Price HCPCs Changes. CMS proposes
that when revisions to HCPCS codes for items under a competitive bidding program occurs in
the middle of a bidding cycle and a single HCPCS code for two or more similar items is divided
into two or more separate codes, the payment amount applied to these codes will continue to be
the same payment amount applied to the single code until the next competitive bidding cycle.
This is not equitable solution and a more appropriate procedure must be developed.

Thank you for this opportunity to submit our comments and concerns on the Competitive
Acquisition for Certain Durable Medical Equipment, Prosthetics, Orthotics and Supplies
(DMEPOS) and Other Issues.




Submitter :
Organization:  NationsHealth
Category : Other Health Care Provider
Issue Areas/Comments
Competitive Bidding Areas
Competitive Bidding Areas
See attachment.
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Comments Regarding Federal Register Publication

42 CFR Parts 411, 414, and 424

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

Prepared by NationsHealth

File Code CMS-1270-P

Issue Identifier- “Competitive Bidding Areas”

Comments:

MSA Staggering- CMS should consider the staggering of MSAs throughout the
2007 implementation period. This will allow CMS to identify issues and problems
and correct them before they are widespread.

Nationwide or Regional Mail Order Competitive Bidding Program- Beginning in
2009, CMS will develop a national or regional mail order program for items such
as diabetes testing supplies that the majority of beneficiaries receive from national
mail order suppliers. The program would then take effect January 1, 2010 and
would award contracts to suppliers who furnish these items across the nation to
beneficiaries who elect to receive their supplies by mail. Phase in would begin in
2009 and payment will be based on the bids submitted and accepted for the
furnishing of items through mail order. All suppliers that currently utilize this
model will be required to submit bids to participate in any competitive bidding
program implemented for the furnishing of mail orders items. In addition,
suppliers that do not utilize mail order will be allowed to continue to provide
these items as long as they are selected as a contract supplier in their CBA. CMS
is asking for comments on the following topics related to this proposed program:

1.) Products
Items that are suitable for a mail order competitive bidding program:
There are, in addition to the items used for daily home blood glucose
monitoring, products that can be conveniently and economically
delivered to the patient in a mail order setting. Several of these are
already provided using this model.

Ostomy supplies

Urological supplies
Nebulizer circuits and tubing
Enteral feeding supplies




2.) Implementation

We feel that patient care and access to supplies are two very important
factors in deciding how and when this portion of the program is
implemented. Consistent self-monitoring of blood glucose levels by
patients is critical to the effective care and management of diabetes
and to avoiding its serious and costly complications. Most patients are
in control of their own care regimen, in which they rely on self-
monitoring to maintain control of their glucose levels.

One major area of consideration and concern is the determination of
which products are included and who determines or dictates which
items a beneficiary receives. While we understand the need to provide
the beneficiary with blood glucose testing supplies that offer the
appropriate level of technology and ease of use, the cost associated
with the product and inventory requirements also need to be taken into
consideration. It should be outlined how a manufacturer participates in
the program so that suppliers are aware and govern themselves
appropriately. Participation in this segment of the program should be
contingent on prior experience specific to this business model. Since
there is no real credentialing process for a mail-order provider, it may
be necessary to establish criteria based on experience, past compliance
history with CMS, physical location and technology.




Submitter :

Organization:  NationsHealth

Category : Other Health Care Provider
Issue Areas/Comments

Payment Basis
Payment Basis

See attachment.
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Comments Regarding Federal Register Publication

42 CFR Parts 411, 414, and 424

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

Prepared by NationsHealth

File Code CMS-1270-P

Issue Identifier-*‘Payment Basis”

Comments:

Grandfathering Statutes- The “grandfathering process” will allow providers of
oxygen and certain DME items for which payments are made on a rental basis to
be grandfathered into the competitive bidding program, provided they serviced
the beneficiary before the start of the program. If the supplier does not want to
continue servicing their customer because of the adjusted fee schedule, the
supplier has the right not to service the beneficiary. This chain of events can also
occur in the second round of bidding causing suppliers to cease servicing a
particular category. We feel the major area of concern with this statute is the
education and overall well being of the Medicare beneficiary. This will become
extremely confusing, especially for an individual who is receiving more than one
product category from a supplier. Because the delivery of oxygen is such a critical
process, this has to be a seamless transition.

Pricing Methodology-The fact that suppliers cannot bid higher than the current
fee schedule amount, even if they incur additional administrative or operational
costs to serve the competitive acquisition area, should be more thoroughly
investigated. We saw examples of this in the Polk County demonstration where
surgical dressings were of higher costs than the actual published amount
reimbursed by Medicare. The proposal's use of “capacity” is vague and needs to
be more clearly defined. Also, with the grouping of product categories, each
caveat of servicing that particular disease state should be taken into consideration
(dispensing fee with unit dose nebulizer drugs, certified diabetes educator
involvement in the servicing of insulin pump patient) Utilization can change due
to factors that are out of the control of the provider (e.g., patients moving in & out
of HMOs, natural disasters) While the demonstrations used the median of all bids
to decide the single price, the proposed rule makes use of only the capacity
concept.




Limitation on Beneficiary Liability for Items Furnished by Noncontract
Suppliers- If a noncontract supplier furnishes an item covered by competitive
bidding to a beneficiary in a MSA, the beneficiary will have no financial liability
to the supplier (except in the case of the grandfathering rule). Language needs to
be included that provides for some form of an advanced beneficiary notice in the
event they wish to pay cash for an item, and acknowledge it will not be a covered
item. Also, because a physician can prescribe an item by manufacturer specificity,
there may instances where an item is furnished that is not included in the product
category. :




Submitter :

Organization :  NationsHealth

Category : Other Health Care Provider
Issue Areas/Comments

Implementation Contractor

Implementation Contractor
See attached.
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Comments Regarding Federal Register Publication

42 CFR Parts 411, 414, and 424

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

Prepared by NationsHealth

File Code CMS-1270-P

Issue Identifier-*“Implementation Contractor”
Comments:

e CBIC-The manner in which the “Competitive Bidding Implementation
Contractors” (CBIC’s), DMERCs and providers having constant and consistent
methods of communication is key to making this program successful. Because the
CBIC is going to be such a vital part of the entire process, suppliers need to know
more about the credentialing process for this newly formed entity and what type
of authoritative power it will possess. We do agree, however, that this form of
oversight is better alternative than the other two options explored; using the
DMERC’s to begin to conduct competitive bidding in their respective areas or the
second option of using the CCMO to implement the program.




CMS-1270-P-1183

Submitter : Mrs. carol ann greene
Organization :  university o;'thopedics
Category : Occupational Therapist
Issue Areas/Comments

Quality Standards and
Accreditation for Supplies of
DMEPOS

Quality Standards and Accreditation for Supplies of DMEPOS

Date: 06/30/2006

My name is Carol Ann Greene and [ am a COTA specializing in hand therapy. I currently work at University Orthopedics and frequently treat Medicare and
Medicaid beneficiaries that require custom and/or off the shelf orthoses. Therapist are unique from other suppliers of DMEPOS. When supplying an orthosis, we
look also look at the disease process, functional and ADL needs, ergonomics, precautions, future orthotic needs, etc. I request that Medicare revise the proposed
regulation to allow therapists to continue to supply critical OTS orthoses unimpeded by a competitive bidding process. Thank you again for the opportunity to

comment on this proposed regulation. CarolAnn Greene, COTA/L
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Submitter : Mr. David Chesnut
Organization:  Pennyrile Home Medical
Category : Individual
Issue Areas/Comments

GENERAL

GENERAL

See Attachment
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David Chesnut
' e Paducah 270.575.0550
Cadiz 270.522.8002

Hopkinsville 270.885.2500

H 0 ME ME D 1CAL o e 270.522.0614

To: CMS-1270-P

From: David Chesnut
President of Pennyrile Home Medical

Subject: NPRM Cominents on CMS-1270-P

I am writing these comments with duress and grave concern for the future of quality healthcare
for our senior citizens, our industry and the healthcare system as a whole. I believe there is a gross
misunderstanding of our industry and the value we give both economically and to the enhancement of
quality of care we provide to our country’s seniors.

First let me express my opinion on how we economically help the Medicare system. We are the
only aspect of healthcare that provides services such as training, instruction, delivery and education at
no charge to Medicare, We only get reimbursement for the product itself. Most every time we provide
products for ostomy, diabetic, knee surgery, oxygen, ventilator, sleep apnea and most other patients,
we are the ones explaining how to use the products, why you need them and how they will benefit you
health wise, all this at NO COST to Medicare. The doctors, hospitals, home health agencies that get
paid to provide these services aren’t doing the job Medicare pays them for every day. Medicare now
even pays the doctors $21.00 to fill out 2 minutes worth of paperwork for wheelchairs while we get
paid nothing for the time we spend doing home and patient assessments, measuring and choosing the
proper products to fit the patient, fitting, assembling and explaining the proper means to use the
product and preparing multiple pages of paperwork just to hopefully get paid for just the product only.
This always takes at least 2 hours and up to 30 hours of employee time for a high end rehab patient at
no cost. A hospital gets paid over $400.00 to do a wheelchair assessment. A CPM unit we provide for
post total knee surgery only cost Medicare $21.00 a day, however a physical therapist gets paid over a
$100.00 to do a "2 hour of therapy that is not as effective as a CPM unit. We provided wound care
dressings and training on application and usage at a fraction of the cost that Medicare pays wound care
centers (over $3,000.00 a month) to do the same service. The list of examples goes on and on. Our
products and the free services we provide help keep Medicare patients out of hospitals, nursing homes
and home health agency services all of which are 10 to 100 times more expensive than our services.
Another good example is when Medicare makes it difficult to provide an E0192 (Roho or Jay type)
cushion to help prevent decabities ulcers on an elderly patient who is confined to a wheelchair, is
incontinent and eats poorly. Cost $300.00 plus. However the average cost to Medicare to heal a stage 3
decubities ulcer is over $30,000.00 and all that money goes to doctors, hospitals, wound care centers
and home health agencies. I've always heard “an ounce of prevention is worth a pound of cure.”
know you believe that way also and it just makes good CENTS!

I'have been in this industry for over 23 years and have seen the good, the bad and the ugly of it.
I would like to paint you a rosey picture but I know there are a few thorns out there. It’s the few bad
apples that apparently has given you a bad taste. I believe I can honestly say that over 90% of the
independent suppliers out there are trying to do the best job possible in an honest manner for the small
reimbursement we receive; however there is that 5% plus that tries and does fraud Medicare and
manipulates the system. However instead of shutting down those companies, they seem to be getting

“The Rehab and Respiratory Specialists of Western Kentucky, Tennessee, and Southern Illinois for 23 Years”
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i rewarded. They have been turned in 1000’s of times by other suppliers and beneficiaries for fraud,
with open/shut evidence but nothing seems to being done. Instead, the current policy seems to be to
punish all suppliers instead o f the guilty ones. In the last 24 years, CMS has enacted (I believe) 25
cuts in reimbursement which has resulted in my company receiving 50% of the pay I received 23 years
ago for the same number of services. During this same time my paperwork has quadrupled. Also
during this same time all other aspects of healthcare reimbursement has increased 100 to 1000%.

To summarize, has the scales of CMS reimbursement been fairly and wisely appropriated to
the proper segments of healthcare services. With all this said let me comment on certain specific areas
of the competitive bidding proposal for HME.

First, regarding the issue of supplier standards and accreditation, I have read the new proposed
standards and analyzed their impact on my company. Last year I didn’t make a profit and the new
standards I predict would cost my company between $100,000 to $150,000 dollars to implement
which means my company would have a net loss of 8% of gross receipts. Why, because I would have
to hire a minimum of 2 to 3 more paperwork personnel, just to do needless “standards” work that does
nothing to enhance the quality of products I provide. Remember CMS pays us nothing for services and
training. [ try to buy everything I can American made not those Chinese imports. The proposed
standards are not standards but a step by step procedure book of free services not quality issues. No
other aspect of healthcare covered by CMS has detailed standards such as these. I believe in a set of
quality issue standards but not 200 plus pages when currently we have one page.

Concerning accreditation I believe the current proposal is a farce and let me tell you why. The
Apria’s, Rotech’s, Scooter stores, Liberty medicals, Lincare’s and AHP’s are all accredited but all of
them have been convicted of fraud, yet they are still accredited. Your intent was this would curb fraud
and abuse yet all I see is these companies are gaining a larger piece of the market share and the rest of
us keep struggling. I do believe there should be some sort of licensure, preferably on the state level
where they can keep a closer eye on things. If you loose you license you’re out of business, not so with
accreditation as history proves. Also our industry now becomes the only CMS covered entity that
would have mandatory accreditation by private for profit companies that have no ultimate authority on
your business license. At best this seems discriminatory if not illegal. If CMS is going to require this
of one covered healthcare entity, then it should be mandatory for all healthcare services. The cost of
accreditation has proven to cost a company my size at least $50,000.00 the first year. Another expense
with no CMS reimbursement. I was previously a lab director in a hospital and know first hand that all
accreditation does is inspect the paperwork you do, not the hands on quality of our products and the
manufacturers. [ provide quality products and quality services currently and our policy is to service
our patient as if you were providing it to your grandmother. You know, the personal touch.

Now on the issue of competitive bidding. It is quiet apparent from all the preliminary
information released, that the bottom line on this issue is the lowest prices win and nothing is being
said, except for lip service, on the quality of the product or the quality of the service. Is the goal of this
to reward the national and regional companies and eliminate or reduce the number of small local
HME’s that pay local taxes, employee local people, support local charities, go to church with and
socialize with the same people they are servicing on a daily bases? Is the goal to line the pockets of the
large corporate executives, because that is what will happen? I cannot compete with the Lincares on a
competitive bid bases but I can and do excel and beat them at the level of quality of care. We provide
the whole gammit of DME products not just cherry pick the most profitable or least service intensive
products. Who is going to provide the tens of thousands of other products to your senior neighbors that
are less profitable when the bids are awarded to the National companies. Not the small independent
HME, because CMS put them out of business and the Nationals won’t sell those items.

The federal government has studies that show the only growth in employment numbers is in
the small business segment. This puts more tax dollars back into the Medicare budget which in turn
pays for the products we provide. The real issue here is do you want the lowest price or the best cost?
Is part of this process that all the products have to be manufactured in America since American tax

“The Rehab and Respiratory Specialists of Western Kentucky, Tennessee, and Southern lllinois for 23 Years”




dollars are paying for them? This makes since by keeping our dollars circulating internally instead of
exporting them to Asia. Five years ago 90% of the products in the HME industry sold in the USA were
American made. Now with all the cuts in reimbursement at least 50% of them are now made in Asia.
Are you wanting to export our Medicare system to Asia because that is currently what is happening.

I could go on and on but I will stop. Please think hard on what you are proposing. STOP NOW
and lets retool this together. KEEP AMERICA STRONG because United We Stand, Divided We Fall.
I believe changes should be made in our healthcare system. I also believe when you look at the total

financial picture, I think you would agree that instead of cuts, you should enhance the HME benefits to
save CMS money, Thank you.

“The Rehab and Respiratory Specialists of Western Kentucky, Tennessee, and Southern lllinois for 23 Years”
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Submitter : Dr. Larry Cohen Date: 06/30/2006
Organization :  Podiatric Surgical Associates
Category : Physician
Issue Areas/Comments
GENERAL
GENERAL
June 30,2006

Mark B. McClellan, MD,PhD
Administrator

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Att: CMS-1270-P

Electronic Comments

Dear Dr. McClellan:

I am writing to urge the Centers for Medicare & Medicaid Services (CMS) to revise the physician definition used in the proposed rule that would establish a
competitive acquisition program for certain durable medical equipment, prosthetics, orthotics, and supplies (DMEPOS) from 1861(r)(1) to 1861(r).

As a podiatric physician, I supply and occasionally prescribe DMEPOS items to Medicare beneficiaries as an integral part of patient care. These patients rely on me
to use my best medical judgment and clinical skills in treating them. I am required to maintain a valid DMEPOS supplier number, adhere to the current supplier
standards and am subject to the same Stark requirements that apply to MD and DO physician suppliers. I should be given the same considerations given to MD and
DO suppliers, including the ability to bid to supply select DMEPOS items to my paitents only and the right to execute a physician authorization.

In my practice, I use a variety of DMEPOS items. As an example, when a patient presents complaining of foot pain and swelling following an injury, [ may
diagnose the patient with multiple fractures of the metatarsals and determine that a walking boot is necessary for immobilization of the injured foot with associated
edema. Ifno longer function as a supplier, the patient will be forced to travel to another location to obtain the necessary item and will risk further injury to the
foot. If the patient is unable to bear full weight on the injured extremity, a fall might occur, which could result in other additional injuries.

I urge CMS to modify the physician definition from 1861(r)(1) to 1861(r) before finalizing the regulations for the competitive acquistion program. I want to be able
to continue to supply DMEPOS items for my patients only and believe that if  am required to instead bid to supply the entire Metropolitan Statistical Area (MSA)
my patients will be negatively impacted.

Sincerely,

Larry Cohen,DPM
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Submitter : Mr. John Geller Date: 06/30/2006
Organization:  Medical Service Company
Category : Individual
Issue Areas/Comments
GENERAL
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SUBMITTED ELECTRONICALLY
http://www.cms.hhs.gov/eRulemaking

June 29, 2006

Mark McClellan, M.D., PhD

Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
200 Independence Avenue, S.W.
Washington, D.C. 20201

RE: CMS-1270-P - Notice of Proposed Rulemaking, Medicare Program;
Competitive Acquisition for Certain Durable Medical Equipment,
Prosthetics, Orthotics, and Supplies (DMEPOS) and Other Issues

Medical Service Company is pleased to submit comments on CMS’ Notice of Proposed
Rulemaking for Competitive Acquisition for Certain DMEPOS and other Issues. We are an
oxygen and home medical equipment provider located in Cleveland, Ohio. Since 1950, Medical
Service Company has provided equipment and supplies to residents of northeast Ohio. We
operate one location that serves a twelve county area.

We offer a wide array of products including oxygen concentrators, portable oxygen, liquid
oxygen, nebulizers and aerosol medications, sleep therapy products, home care beds and support
surfaces, wheelchairs, ambulatory aids and other similar equipment and related supplies. Much
of our product offering is considered “durable medical equipment” as defined under Part B of the
Medicare Program.

Medical Service Company submits our comments for consideration. CMS requested that we
reference the area of comment by including the specific issue identifier and placed it in “quotes”
as a part of each item below:

1. “General”- Getting It Right Is More Important Than Rushing Implementation. CMS
should push back the implementation date of October 1, 2007 to a more reasonable
timeframe. In addition, CMS should stagger the bidding in MSAs over a twelve month
period to allow for an orderly roll out of the program. This will also allow CMS to
identify problems that occur in the competitive bid areas and correct them before the
problems become widespread. And under the timeline CMS is proposing, small providers
will not have time to create networks, which eliminates them as a practical option for

small providers that want to participate. This is another reason for a delay in planned
implementation.

2. “General”-CMS Must Publish An Updated Implementation Timeline. CMS must publish
an implementation timeline that at a minimum identifies the following steps and expected




completion dates: a.) Publication of Supplier Standards; b.) Approval of accrediting
organizations; c.) Issuance of final regulation; d.) Publication of final 10 MSAs and
product categories; e.) Commencement of bid solicitations; f.) Conclusion of bid
solicitations; g.) Announcement of winning bidders; h.) Education of beneficiaries and
medical community; and i.) Implementation within each MSA. It is expected that the
publication of such a timeline will highlight the significant problems that lie ahead based
on an overly aggressive implementation plan.

We recommend that CMS, once it receives comments for issues for which it now has no
proposal, issue those proposals in another set of proposed regulations, thereby giving
commenters ample opportunity for comment prior to final regulation.

3. “General” Need to Address Competitive Acquisition in conjunction with DRA Issues
CMS’ implementation of the DRA provisions on capped rental equipment and the “rent
to purchase” of oxygen equipment will have a significant impact on the bid process and
bid amounts. These new reimbursement provisions impact winning and losing bidders
and beneficiaries. CMS should allow stakeholders to address these issues together when
it publishes the DRA NPRM later this year.

The information in the NPRM is inadequate to serve as a basis for public
comments, especially with respect to the impact that the implementation of the
Deficit Reduction Act of 2005 (DRA) will have on competitive bidding. Prior to
implementing competitive bidding, CMS should issue an interim final rule to
allow additional stakeholder comments. Further, because the NPRM raises more
questions than it answers, does not identify the markets, or the products, and the
final quality standards have not been published, CMS should also allow adequate
time to schedule a meeting of the Professional Advisory Oversight Committee
(PAQOC) after it publishes an interim final rule. This will permit CMS to obtain
industry input one more time before publishing a final rule and initiating program
implementation

. “General”- The Program Advisory And Oversight Committee (PAOC) Must Be Included
By CMS In The Review Of Public Comments And The Development Of The Final Rule.
CMS must include the Program Advisory and Oversight Committee in the review of the
public comments received during the 5/1/06 through 6/30/06 comment period and the
development of the Final Rule. To not do so excludes the important counsel and advice

of key stakeholders in a critical process and goes against the very intent of establishing
the PAOC.

Because there are so many issues not addressed in the NPRM, we recommend that CMS
convene a meeting of the PAOC as soon as the final regulation is published. CMS should
insure that the geographic locations (MSAs) and products to be included in the

competitive acquisition programs are known and the detailed implementation scheduled,
too is known.




5. *“Quality Standards and Accreditation for Suppliers of DMEPOS”- Only Companies That
Are Accredited Should Be Eligible To Bid. Only accredited providers should be eligible
to submit bids. CMS should not proceed with competitive bidding until it is sure that this
is possible. CMS needs to identify the criteria it will use to identify the accrediting bodies
now. CMS should grandfather all providers accredited by organizations that meet the-
criteria CMS identifies. CMS should also allow additional time for providers to analyze
the quality standards in conjunction with the NPRM rule. The quality standards will
affect the cost of servicing beneficiaries and are an integral part of the bid process.

Because the final DMEPOS Supplier Quality Standards have not been published as of
this time, we believe the comment period for this NPRM be extended for sixty (60) days
after the issuance of Quality Standards. Or, at a minimum, allow for a sixty (60) day
comment period specifically for Quality Standards.

CMS needs to allow stakeholders an opportunity to comment on the Quality Standards
before they are finalized. Because competitive acquisition is such a new concept for
bidders, it is crucial that we understand the ramifications of the Quality Standards.

6. “Conditions for Awarding Contracts”- An Appropriate Screening Process Must Be
Developed To Determine Which Submitted Bids Will Qualify For Consideration.
(proposed §414.414) CMS should clearly identify a screening process that will be used to
determine whether a submitted bid will be given any consideration. This process should
include, at a minimum, three steps that a bid must go through before it is entered into the
bidding pool. First, is the company accredited? If not, the bid is rejected. Second, does
the company meet the financial standards? If not, the bid is rejected. Third, is the
claimed “capacity” realistic? If not, the capacity is lowered to an appropriate number.
Only after the satisfactory completion of these three steps should a company’s bid be
processed for further review and consideration as to pricing. Bids from disqualified
suppliers should not be considered in selecting the winning bid point or setting the
payment amount.

We disagree with CMS’s proposal in which CMS states it will allow a “grace period”
during which unaccredited providers can participate in the bidding process. We strongly
recommend that CMS not allow unaccredited providers to complete accreditation during
an unspecified grace period. By doing so, CMS would allow spurious bid information to
be meshed into the calculations, including the important issue of supplier capacity for a
MSA. As stated earlier, we believe, however, that CMS should “grandfather” all
providers already accredited by organizations that meet the criteria CMS identifies.
Those criteria must be better described.

7. *“Conditions for Awarding Contracts”- Competitive Bidding Must Be Competitive And
Sustainable. CMS should not artificially limit bids by disqualifying bids above the
current fee schedule amount for an item. Otherwise, the competition is not truly
competitive based on market prices. Bid evaluation and the selection of winning bidders
should be designed to result in pricing that is rational and sustainable. CMS has not
identified any process through which it will seek to determine that the bids are either.
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Once bids are received, CMS should examine the array of bids and analyze the
composite, discarding those that are unreasonably low.

“Conditions for Awarding Contracts”- Do Not Make It Harder For Providers To Sell
Their Businesses. (proposed §414.414(e)) The proposal to restrict the acquisition of a
winning provider unless CMS needs to replace the supplier’s capacity within the MSA
places an inappropriate restriction on the provider’s property rights. While it is
appropriate for CMS to consider the buyer’s quality and financial stability, CMS should
not make approval of the acquisition contingent on the need to preserve capacity within
the MSA. If the sale of a contracted supplier does not weaken the company’s ability to
deliver service per their competitive bidding agreement and post-sale that company
continues to meet the contract requirement that contracted supplier and its new ownership
should retain its contract.

“Payment Basis”- Medicare Advantage Beneficiaries Should Be Included Under The
Grandfathering Provision. The NPRM does not address the impact of competitive
bidding on Medicare Advantage patients who leave their plan to reenter traditional
Medicare. These patients may have a provider who is part of the MA plan network, but
that may not be a contract supplier. What rules will apply to this patient population under
competitive bidding? Will these patients have the opportunity to continue to use their
existing supplier when they reenter the traditional Medicare program? We recommend
that patients moving from an MA plan to traditional Medicare be given the option of
remaining with their existing provider under the grandfathering provisions proposed in
the NPRM.

“Payment Basis”- Allow Traveling Beneficiaries From Competitive Bidding Areas to Be
Serviced At Standard Medicare Allowables. (proposed §414.408(f)) The NPRM states
that if a beneficiary is visiting a non-competitive bidding area and requires service, the
supplier would be paid at the single payment amount for the item in the competitive
bidding area where the beneficiary maintains a permanent residence. This proposed plan
will make it difficult for beneficiaries to obtain products and services in some areas.
Although it is current Medicare policy, the maximum payment difference from one State
to another is currently only 15%, while the difference between a single payment price
under competitive bidding and the fee schedule amount in a non-bid area could be
substantially more than that. If a beneficiary receives service in non-bid area, CMS
should pay the traditional Medicare allowable amount based on the beneficiary’s
permanent residence for up to five months.

“Payment Basis”- Provide Details On How Pricing Will Be Used After January 1, 2009.
CMS has the authority to use payment information for covered items furnished on or after
January 1, 2009 that are included in a competitive bidding program, to use the payment
information determined under that competitive bidding programs to adjust payments
amount for the same DMEPOS in areas not included in the competitive bidding program.
CMS needs to issue a separate NPRM addressing this issue to allow for substantive
comments on specific proposals.
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“Competitive Bidding Areas”- Do Not Extend Competitive Bidding Beyond Defined
MSA Boundaries. The proposed rule refers to the possibility of extending the
implementation of competitive bidding to areas adjacent to selected MSAs. This is not
provided for in the legislation and should not be done. We oppose any criteria CMS
might propose to use to annex adjacent areas to an MSA.

“Criteria for Item Selection”- How Potential for Savings Will Be Determined Must Be
Specified. CMS should explain and clarify what specific measures will be used to decide
an item’s potential savings as a result of competitive bidding. Specifically, CMS should
address the following: (A.) Annual Medicare DMEPOS allowed charges: Is there a
threshold expenditure level that will trigger inclusion in a product category? (B.) Annual
growth in expenditures: ls there a threshold growth percentage and does it vary by the
dollar size of the category? (C.) Savings in DMEPOS demonstrations: How will savings
be determined for the vast majority of product categories not included in the
Demonstration Projects? (D.) Reports & studies: Which ones and types will be
considered? Who will review the studies and determine their validity and applicability
for modeling Medicare program savings? (E.) Allowed Charges: Does this mean paid
claims?

“Criteria for Item Selection”- Product Selection Must Be Conducted With Beneficiary
Welfare in Mind. (Criteria for Item Selection) How will “savings” be calculated; exempt
items and services unless savings of at least 10 percent can be demonstrated as compared
to the fee schedule in effect January 1, 2006; recognize problems with beneficiaries
having to deal with multiple suppliers; recognition of items that are custom and service
oriented that should not be competitively bid.

“Criteria for Item Selection”- Consider The Impact On The Patient. CMS cannot rely
solely on costs and volume for product selection. Consider issues such as access and
medical necessity of beneficiaries who use the items. Competitive bidding should not be
a substitute for appropriate medical policy.

“Determining Single Payment Amounts for Individual Items”- Rebate Provisions Must
Be Eliminated. (proposed §414.416(c)) The NPRM describes a rebate program that
allows contracted suppliers to rebate the difference between their bid and the established
payment amount to the beneficiary. There is no legal basis under the law for permitting
rebates. Providing rebates is contrary to other laws applicable to the Medicare program,
namely the Anti-Kickback Statute and the Beneficiary Inducement Statute. Providing
rebates also is contrary to the statutory requirement that beneficiaries incur a 20% co-pay.
The OIG has stated in several Fraud Alerts and Advisory Opinions that any waiver of co-
pays likely violates both the Anti-Kickback Statute and the Beneficiary Inducement
Statute.

“Determining Single Payment Amounts for Individual Items”- Provide More Details On
The "Composite Bid" Calculation. The NPRM describes a methodology of creating a
“composite” score to compare suppliers' bids in a category using weighting factors to
reflect the relative market importance of each item. CMS should provide suppliers with
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the weighting factors it will use to evaluate the bids in each MSA so that suppliers are
able to determine how best to bid each HCPCS item within a category.

Under the methodology proposed, CMS would array composite bids from lowest to
highest and count up form the bottom until it identifies the point where bidders’
cumulative capacity is sufficient to service the MSA. This will be the winning or
“pivotal” bid. Accordingly, almost 50% of the winning bidders would have to accept an
amount less than their bid amount to participate in the program, even if those bidders
above the median would be providing most of the items and services in the competitive
bidding area due to a higher level of capacity.

This methodology does not include any mechanism to discard any unreasonably low bids.
Although the competitive bidding process is based on the premise of “best” bid, there
may be suppliers with small individual capacity that may submit a very low bid
speculating that they will be awarded in the range, based on other bidders’ capacity.

We also recommend that CMS consider using 130+% of anticipated Medicare volume
from an MSA as a threshold for the number of suppliers. This would promote greater
competition from suppliers and ensure better competition for future rounds of bidding.
CMS should seek to select more suppliers than necessary to meet capacity requirements,
allowing for greater capacity and unexpected demand for services.

“Submission of Bids Under the Competitive Bidding Program”- Only Companies
Currently Delivering Service To Medicare Beneficiaries In An MSA Should Be Allowed
To Submit A Bid For That MSA. Any company that submits a bid should have a track
record of serving the targeted geography to validate its capabilities and service record.
CMS should develop bid review criteria that measures existing capacity for an individual
supplier within the targeted MSA. That test of “reasonableness” must be performed to
determine individual and MSA wide capacity.

“Conditions for Awarding Contracts”- A Bidding Company Should Be Required To
Submit Specific Financial Information To Verify Financial Capability Review. This
information should consist of: (a.) Two year comparative financial statements prepared
in accordance with Generally Accepted Accounting Principles (GAAP). The financial
statements must be accompanied by a "compilation", "review", or "audit" report from an
independent Certified Public Accountant. (b.) Certificate of Insurance verifying a
minimum of $1,000,000 in general liability coverage and listing other appropriate
insurance policies in force. Specific steps also need to be established to allow a
consistent evaluation of all suppliers.

“Conditions for Awarding Contracts”- A Factor Of 130% Should Be Used In Calculating
Supplier Capacity Needed In An MSA. (proposed §414.414(e)) In determining the
number of suppliers needed, CMS should apply a factor of 130% to the identified Market
Demand. This would promote more competition in the market, ensure more suppliers
remain in the market to serve non-Medicare payors, and ensure better competition for any
future bidding rounds. In addition, this minimizes the need to recruit more suppliers (that
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bid above the pivotal bid) if one of the contracted suppliers is terminated or elects to drop
out of the competitive bidding program.

“Conditions for Awarding Contracts”- Do Not Restrict Submitted Bid Amounts.
(proposed §414.414(f)) CMS proposes not to accept any bid for an item that is higher
than the current fee schedule. This would require that the bid amount be equal to or less
than the current fee schedule. It is acknowledged that CMS cannot contract for an
amount higher than the fee schedule. However, requiring that the bid be equal to or less
than the fee schedule as a requirement artificially restricts bidding. CMS should allow
suppliers to bid based on the true costs associated with each bid item. CMS can then use
this information to determine whether the savings is adequate to justify awarding
contracts for these items. Concerns stated in the NPRM about a shift in utilization to
higher priced items could be eliminated through appropriate coverage policies. This
strategy better ensures that Medicare beneficiaries have access to the most appropriate
device to meet their medical needs.

“Conditions for Awarding Contracts”- Judicial and Administrative Remedies Must Be
Provided. CMS should include a procedure for debriefing suppliers who did not win a
bid and provide an opportunity for a review to determine at a minimum whether an error
on the part of CMS or its contractors was the reason the supplier lost the bid.

“Terms of Contract”- Eliminate Requirement That Winning Supplier Must Repair
Patient-Owned Equipment. (proposed §414.422(c)) The current reimbursement rates for
service and repair are inadequate and it is impossible for a bidding supplier to factor these
costs into their bids.

“Terms of Contract”- Restrictions On What Products Can Be Supplied To Individuals
Outside The Medicare Program Must Be Eliminated. (proposed §414.422) The terms and
conditions section states “non-discrimination- meaning that beneficiaries inside and
outside of a competitive bidding area receive the same products that the contract supplier
provides to other customers”. This is unrealistic. In order for suppliers to bid lower
prices they must either provide lower cost products or reduced services. Competitive
bidding should be more like a contract with managed care where formularies are used.
Medicare will be fully aware of what Medicare beneficiaries will receive, but it should
not limit what customers outside of the competitive biding program receive.

. “Terms of Contract” — Length of Contracts (proposed §414.422). We urge CMS to have

the same length of contract for all products in a particular competitive bid area to
minimize confusion among beneficiaries, referring physicians and suppliers. As
proposed, the rules will create considerable confusion for stakeholders and different
terms of bid would just add to the confusion.

“Terms of Contract”- Do Not Require Wining Suppliers To Take On Beneficiaries That
Are Currently Using Capped Rental Equipment From Another Supplier. (proposed

§414.422(c)) Under a capped rental scenario, accepting a new beneficiary transfer after
several months of rental with another supplier is unrealistic. It is impossible for a bidding
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supplier to factor in the cost of taking on beneficiaries that began service with another
Medicare Supplier. If this requirement is to remain, then a new rental period should start
when the beneficiary begins to receive an item from a wining supplier.

“Opportunity for Networks”- Clarify Network Regulations. (proposed §414.418) The
regulations covering networks should be clarified to provide for the following: (A.) CMS
should permit existing legal entities to coordinate the formation of networks and to
establish whatever participation criteria they choose so long as they meet the related
bidding standards and criteria. These entities should be responsible for forming the

‘network, submitting bids, quality control, and ongoing communication and management.

(B.) individual network members should be able to do their own billing and collecting
operating under the awarded Network Contract. This would protect small supplier from
having to incur additional network expenses from having to pay a network to do the
activities they are capable of performing. (C.) If a network member falls out of
compliance with accreditation or quality standards, the network should be able to
terminate that member’s contract and, if necessary, recruit one or more new members to
provide coverage in the terminated member’s service area. This would also apply if a
network member elects to drop out of the network. Provisions must be made should
these events occur within the contract period.

CMS proposes to allow suppliers the option to form networks for bidding. Several
criteria would have to be met for there to be a recognized and valid network. However,
more information about what qualifies as a network and how a network can be organized
needs to be forthcoming. It is unrealistic to expect the legal entity of a proposed network
to be in place in time for the first bidding cycle. Therefore, we strongly suggest CMS
provide significantly more time between its announcement of the initial ten selected
MSAs and the date by which suppliers will have to submit bids. The additional time will
allow suppliers to form networks and establish the legal entities as required by final
regulations.

“Opportunity for Networks” - The Market Share Limitations Of Networks Should Be
Increased To 50%. (proposed §414.418) Market share limitations for networks should
be increased to 50%. Anything less than that places network members at a disadvantage
as compared to other large single legal entities that may bid. This would penalize small
suppliers. Capping it at 50% still provides adequate competition in the area and also
meets the legislative requirement that there be at least two winning bidders.

“Gap-filling”- Different Alternatives To Gap Filling Must Be Used. (proposed
§414.210(g)) We acknowledge CMS’ recognition of the inadequacies and
inappropriateness of the existing and current gap filling pricing methodology. The
provision for replacing the Gap Filling methodology for setting fees for new DMEPOS
items is inappropriate for inclusion in the Competitive Acquisition NPRM. The three
methodologies proposed to replace Gap Filling are not objective and not directly related
to price/value assessment. In addition, none of the methodologies appear to involve the
manufacturer and his/her health economic or other support data. Rather, the proposed rule
calls for functional and medical benefit assessments to be conducted by CMS contractors




who may or may not have expertise in the technology/therapeutic area. The proposal to
use these methods to adjust prices that were established using Gap Filling at any time
after January 1, 2007 makes it all the more important to include the manufacturer and
other knowledgeable entities in the process. We strongly suggest CMS separate the gap-
fill methodology from their implementation of competitive acquisition and give it
separate consideration, public comment and related procedures.

30. “Gap-filling”- Develop More Equitable System To Price HCPCs Changes. CMS
proposes that when revisions to HCPCS codes for items under a competitive bidding
program occurs in the middle of a bidding cycle and a single HCPCS code for two or
more similar items is divided into two or more separate codes, the payment amount
applied to these codes will continue to be the same payment amount applied to the single
code until the next competitive bidding cycle. This is not equitable solution and a more
appropriate procedure must be developed.

Thank you for the opportunity to provide comments on the aforementioned Notice of Proposed
Rulemaking for competitive Acquisition for Certain Durable Medical Equipment, Prosthetics,
Orthotics and Supplies (DMEPOS) and other Issues. I would be pleased to discuss these issues in
further detail. Please feel free to contact me at 440-735-3255 or via electronic mail at
jgeller@medicalserviceco.com.

Sincerely yours,

John E. Geller

President

Medical Service Company
24000 Broadway Avenue
Cleveland, OH 44146
440-735-3255 fax 440-232-3411
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Edward Fryman, DPM, DABPOPPM
Seaford Foot Care Center
3650 Merrick Road

Seaford, NY 11783-2811
Tel: 516-221-5982 Fax: 51-221-0729
Email: EFrymanDPM@gmaill.com

June 30, 2006

Mark B. McClellan, MD, PhD
Administrator

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1270-P

Electronic Comments

Dear Dr. McClellan:

I am writing to urge the Centers for Medicare & Medicaid Services (CMS) to revise the physician definition used in the proposed rule that would establish a
competitive acquisition program for certain durable medical equipment, prosthetics, orthotics, and supplies (DMEPOS) from 1861(r)(1) to 1861(r).

As a podiatric physician, I prescribe and supply DMEPOS items to Medicare beneficiaries as an integral part of patient care. These individuals are my patients and
they rely on me to use my best medical judgment and clinical skills in treating them. I am required to maintain a valid DMEPOS supplier number, adhere to the
current supplier standards and am subject to the same Stark requirements that apply to MD and DO physician suppliers. Podiatric physicians should be given the
same considerations given to MD and DO suppliers, including the ability to bid to supply select DMEPOS items to my patients only and the right to execute a
physician authorization.

In my practice, I use a variety of DMEPOS items. As an example, when a patient presents complaining of foot pain and swelling following an injury, I may
diagnose the patient with multiple fractures of the metatarsals and determine that a walking boot is necessary for immobilization of the injured foot with associated
edema. IfI no longer function as a supplier, the patient will be forced to travel to another location to obtain the necessary item and will risk further injury to the
foot. If the patient is unable to bear full weight on the injured extremity, a fall might occur, which could result in other additional injuries.

I'urge CMS to modify the physician definition from 1861(r)(1) to 1861(r) before finalizing the regulations for the competitive acquisition program. I want to be
able to continue to supply DMEPOS items for my patients only and believe that if I am required to instead bid to supply the entire Metropolitan Statistical Area
(MSA) my patients will be negatively impacted.

Sincerely,

Edward Fryman, DPM, DABPOPPM
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IOWA PODIATRIC MEDICAL SOCIETY

525 S.W. 5TH STREET * SUITE A DES MOINES, |IA 50309-4501
PHONE 515-282-8192 « FAX: 515-282-9117

E-MAIL: IPMS@IPMS.ORG * WEB: WWW.IPMS.ORG

June 29, 2006

Mark B. McClellan, MD, PhD
Administrator

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1270-P

Electronic Comments

Dear Dr. McClellan:

On behalf of the lowa Podiatric Medical Society, the association that represents the podiatrists in lowa, I
would like to offer the following comments in reference to the Centers for Medicare & Medicaid Services’
(CMS) proposed rule that would establish a competitive acquisition program for certain durable medical
equipment, prosthetics, orthotics, and supplies (DMEPOS).

* We believe that all physicians should be exempt from the competitive bidding program, even
though we acknowledge Medicare agency’s position that it is required by statute to establish a
competitive bidding program for all DMEPOS suppliers.

We believe that the physician definition used in the proposed rule needs to be changed to the more
inclusive physician definition used by Medicare, which includes podiatric physicians. [Change the
proposed definition in the rule from 1861(r)(1) to 1861(r)(3).] CMS will allow MD and DO
suppliers to competitively bid to supply DMEPOS enly to their patients and will permit them to
execute a physician authorization. Podiatrists should have those same rights. Many of our member
podiatrists prescribe and supply select DMEPOS items as part of patient care. They do not supply
items to individuals who are not their patients. They are subject to the Stark requirements as well as
other regulatory requirements that apply to MD and DO suppliers. With the change in the physician
definition, they would be treated the same as an MD or DO in regards to this DMEPOS proposal.
We are concerned about patient risks if this rule is implemented as drafted. If a member podiatrist
treats a patient with an ankle injury, they may determine that an ankle brace is necessary to stabilize
the ankle and crutches are necessary to limit weight bearing on the injured extremity. If they were
not selected as a DMEPOS supplier in the new competitive acquisition program because they
submitted an unsuccessful bid to supply to the entire MSA, the patient would need to go elsewhere
to obtain the medically necessary items. In this situation, the patient risks converting the existing

injury into one that is more severe, with greater recovery time, increased risks for complications,
and more costs imposed upon Medicare.

We appreciate the opportunity to submit our comments to this proposed regulation.

Sincerely,
S. /\),..w\.c«g AP pa
Nigeny
Gregory Duncan, DPM, FACFAS

President, lowa Podiatric Medical Society

REPRESENTING MEDICAL AND SURGICAL SPECIALISTS OF THE FOOT AND ANKLE
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T encourage you to take a closer look at what will happen DAY TO DAY to Medicare beneficiaries with competitive bidding. Many small, privately owned DME
companies exists only because the people don't like the service they get from the large national DME! Their clients love personalized, PERSONABLE individual
service. Think about it. If you KNEW you were one of only TWO people who would get ALL of the business for a specific geographic area, how hard would you
work on your customer service? Remember the old ad from Avis? They touted being #2 and trying harder. Yes, in an ideal world, everyone would provide great
customer service, but we all know we don't live in an ideal world. Think about you, or your parents or aunts and uncles being required to go to a specific supplier.
What happened to choice? What happened to free enterprise and the competitive marketplace?

Ok, so a company wins the bid and is able to find product A from a discounted distributor for less (thereby increasing their profit margin) but it is 2 woefully
inferior version. What is to stop them? Well, it certainly isn't the customer being able to choose from a supplier who has higher quality product WHO IS ALSO
WILLING TO ACCEPT THE MEDICARE ALLOWABLE AMOUNT.

Unfortunately, I see this competitive bidding proposition forcing small businesses out of the market. I would draw a parallel to Walmart. Yes, they provide
products and services to the community, but in the process, they have run the smaller stores out of business. The difference in this comparison is that both Walmart
and the "Mom and Pop" stores are selling the products for the same price...that is the price set by Medicare.

Think it about the perspective of how it will affect the beneficiary...not just how it will affect the budget.

Thank you for reading my comments.

Susan Emmerling
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Detroit Oxygen’s Comments For the
Notice of Proposed Rulemaking on Medicare
Competitive Bidding

Based on Detroit Oxygen'’s review of the Notice of Proposed Rulemaking on
Medicare (NPRM) competitive bidding, we are proposing the following:

Implementation

The NPRM does not address if CMS will implement competitive bidding
simultaneously or whether CMS will phase-in the bidding. We recommend that
CMS should phase-in competitive bidding in the top 10 MSA's.

Accreditation

Only accredited providers should be eligible to submit bids. All providers who are
accredited should be grandfathered in until the providers have had a reasonable
timeframe to implement the quality standards not yet published.

Bid Process

There is no incentive to exclude ‘lowball’ bids, as providers assume they will be
paid an amount higher (i.e., the "pivotal” bid) than their bid. We recommend
disallowing statistical outliers (e. g. bids that fall outside X standard deviations of
the mean).

"Composite Score"” Methodology

The NPRM describes a methodology of creating a “composite” score to compare
suppliers' bids in a category using weighting factors to reflect the relative market
importance of each item. CMS should make clear that it will provide suppliers
with the weighting factors that CMS will use to evaluate the bids in each MSA so
that suppliers are able to determine how best to bid each HCPCS within a
category using the same criteria as CMS.




Product Categories

CMS does not specify what products will be put up for bid, but it does say that
selection will be based on potential savings. The agency will begin with items that
have the highest volume and highest cost. The rule also proposes grouping
similar items into product categories, such as hospital beds and accessories, so
that beneficiaries would be able to get all related items in that category from one
supplier. Suppliers will then be required to submit a bid for all items included in
any product category.

A competitive bidding product group may include products (and more specifically
HCPCS codes) from multiple medical policies. The intent of the law is to exclude
products where bidding would affect access or quality, but this protection is lost if
medical policies are combined. In order to ensure quality of care, CMS should
ensure that providers that specialize in specific conditions are able to bid.

If medical policies are combined, then the only providers eligible to bid would be
those that carry the broadest product offering, regardless of their expertise.

Determination of Number of Suppliers

CMS' process to determine the number of suppliers to meet projected demand in
a MSA and its methodology to estimate supplier capacity are stacked in favor of
large, high volume regional suppliers despite CMS' assertion that the NPRM
provides opportunity for small suppliers to participate. Moreover, there are no
guarantees that any of the winning bidders is a small business or a network of
small businesses.

CMS needs to consider the negative impact the NPRM will have on small DME
businesses and on the competitiveness of the second and third rounds of
competitive bidding.

CMS should consult with the Small Business Administration to better assess the
impact the NPRM will have on small businesses.

Rebates

Allowing rebates is contrary to the Anti-Kickback Statute and the Beneficiary
Inducement Statute.

Providing rebates also is contrary to the statutory requirement that beneficiaries
incur a 20% co-pay. '




The OIG has stated in several Fraud Alerts and Advisory Opinions that any
waiver of co-pays likely violates both the Anti-Kickback Statute and the
Beneficiary Inducement Statute.

Networks

The NPRM states that a network cannot be anti-competitive. The network’s
members' market share cannot exceed 20% of the Medicare market within a
competitive bidding area. Does this mean that a network can have 20% of the
market share but a single provider could potentially have 80% of the market
share? The NPRM states that multiple providers must be chosen but could be
limited to 2 providers in a competitive bidding area. CMS should allow more
than the minimum level of suppliers to allow beneficiaries access to quality care.

Rental Reimbursement For Beneficiaries Transitioning From One Provider
to Another

The proposed rule states that “the beneficiary could elect at anytime to transition
to a contract supplier and the contract supplier would be required to accept the
beneficiary as a customer”. It is unreasonable for CMS to expect a contract
supplier to service a patient when there may only be a few months of rental
payments remaining on a particular piece of equipment. The proposal requests
that the supplier factor this scenario into their bid. A supplier would not

be able to factor this cost into their bid because the necessary data for doing so
is not available to the supplier. We recommend that CMS issue a new rental
period for those beneficiaries who transition to a contracted supplier.

Change of Ownership

CMS should not restrict a provider from merging or acquiring a contracted
provider. CMS should ensure that the new provider meets the quality standards
and financial standards before allowing the buyer to become a contracted
supplier. Who has financial ownership of the entity should be irrelevant to CMS.
In addition, for those providers who receive most of their revenue from Medicare
it would place an undue financial hardship as it would for all intents and purposes
make that owner’s business near worthless.

Financial Standards

The financial standards have not been published. We cannot comment on the
standards, however, we recommend that suppliers must prove financial viability
prior to the submission of their bid.
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Submission of Bids Under the
Competitive Bidding Program

Submission of Bids Under the Competitive Bidding Program
June 30, 2006

CMS

Dspt of Health & Human Services

Attn: CMS-1270-P

Dear Sir or Madam:

Date: 06/30/2006

Thank you for the opportunity to comment on the proposed regulation to implement a competitive bidding program for DMEPOS. I offer the following comments

for consideration as CMS develops the final regulation.

I strongly object to CMS' alternative proposal that would require beneficiaries to obtain replacement supplies of certain items through designated providers-this
restricts beneficiaries' choice. This proposal would severely restrict beneficiaries' access to needed items and supplies, such as blood glucose testing supplies and

ostomy supplies and may compromise patient health outcomes.

T urge CMS to take steps to ensure that samll town community suppliers to be able to provide DMEPOS. It would be extremely difficult, if not impossible, for

small suppliers to be competitive in large metropolitian areas.

CMS must take steps to preserve beneficiaries' convenient access to DMEPOS supplies and to maintain established provider/patient relationships.
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"Proposed Rule for Competetive Acquisition of Certain DMEPOS" CMS-1270-p

As an Occupational Therapist and Certified Hand therapist I am extremely concerned about DMEPOS suppliers deciding what type of orthotic and size is needed by
my patient. I, as the therapist take extensive history on the patient, including lifestyle and activites as well as considering the disease/injury process. Many factors
go into deciding what is appropriate for my patient. No supplier is credentialed in evaluation and treatment of a patient, so why should they be deciding on part of
the treatment. I have unfortunately seen many patients arrive at therapy with ill fitting splints because their insurance did not allow me to provide the splint. In
some cases, the patient got worse! Who is to provide any fitting adjustments? Who is to be liable? What about the issue of timing? My patients may have to

wait for a prolonged period to get their splint. When a patient is in pain, any delay is too long. In a time where [, as the therapist, spends the most time with a
patient I feel that any small savings from this action may possibly cost more in the long run. The inability to change my course of treatment as needed, relying on
an unskilled professional to dispense a part of my patient's treatment will surely contribute to prolonged treatment and a partial disconnect in treatment continuity.
This does not even take into account the added frustration and burden on my patient! Thank you for considering my comments.
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Submitter : Mrs. Carolann Burke
Organization:  NovaCare Rehabilitation
Category : Other Health Care Professional
Issue Areas/Comments

GENERAL

GENERAL

see attchment
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CMS-1270-P-1194
Submitter : Ms. Sandra Rindt Date: 06/30/2006
Organization: R
Category : Health Care Professional or Association

Issue Areas/Comments
Administrative or Judicial Review

Administrative or Judicial Review

We are asking for clarification of the last words in this section this Rule . It is unclear at what level reviews will be denied. We strongly disagree with the inability
to tell our story. Removing administrative or judicial review takes away our freedom of speech which is clearly unconstitutional under the Equal Protection law.

Opportunity for Networks

Opportunity for Networks

Why do you limit a network to have 20% of the Medicare market within a competitive bidding area yet a single large company can have 80% of the Medicare
market share? The statement that each member of the network must be independently eligible to bid defeats the entire purpose of networking. If we had the ability to
service the entire MSA we would not rely on networking. We strongly disagree with the primary legal entity being responsible for billing Medicare and receiving
and distributing payment. Why must we adjust our entire billing process if we want to network and participate in competitive bidding? We want to be responsible
for our own financials. We strongly suggest that if CMS needs to decrease cost then simply lower the allowables and monitor the compliance of the current 21
standards. This would simplify this very complex, cumbersome and unfair Competitive Bidding Proposal.

Opportunity for Participation by
Small Suppliers

Opportunity for Participation by Small Suppliers

We strongly disagree with using the SBA s definition of small business. This definition puts small businesses under the definition of $6 million in annual sales.
This section clearly states that 90% of DMEPOS suppliers had Medicare allowed charges of less than $1 million in 2003. If you increase this number to include all
payers it would still be much less than $3 million. This is a clear contradiction to the SBA s definition of small business. Small businesses will have to endure
large expenses in order to participate in Medicare billing, with 90% of us having less than $1 million in Medicare allowed charges this will put many of us out of
business. Is your purpose to wean out small business? You have rejected the carving out of areas for small businesses because it could lead to confusion for the
beneficiary if faced with multiple competitive bidding sub-areas. The entire concept of competitive bidding will do just that. Our beneficiaries may have to go to
three different locations to obtain oxygen, 2 hospital bed and a wheelchair. This will also cause a tremendous burden on our discharge planners trying to coordinate
these services before discharge. The ultimate burden may lie on the hospital with extended inpatient days. You claim to recognize the importance that small business
plays in this industry yet you only propose two ideas to protect us, multiple winners and separate bidding competitions for product categories. There needs to be
much more emphasis to protect those who do less than 3 million in sales a year. Things such as: " Implementing partial SBA " Allowing the small business owner
to continue to service their area by accepting the current bid without having to participate in the bidding process. " Recognize the tremendous cost involved in the
accreditation process and preparing for competitive bidding. " Redefining small business definition to under 3 million You must remember that eliminating the
small businesses will affect our country negatively with a rise in both unemployment and public aide.
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Submitter: M. Jim Martin Date: 06/30/2006
Organization : 60 Plus Association

Category : Health Plan or Association

Issue Areas/Comments

Submission of Bids Under the
Competitive Bidding Program

Submission of Bids Under the Competitive Bidding Program

If individual podiatrists are instead required to bid to supply to an entire Metropolitan Statistical Area (MSA), their patients may no longer have available to them
medically appropriate and necessary DMEPOS items.

Again, I strongly urge CMS to change the definition from 1861 (r) (1) to 1861 (r) (3). This will allow small office individual podiatrists to continue providing

medically necessary and appropriate care to their patients. [ urge CMS to carefully reconsider its definition of physician and to apply their broader definition that
includes theatrics physician.

CMS-1270-P-1195-Attach-1.DOC
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The 60 Plus Association

1600 Wilson Blvd. e Suite 960 e Arlington, VA 22209
Phone 703.807.2070 o Fax 703.807.2073 ¢ www.60Plus.org

James L. Martin Rep. Roger Zion (R-IN, 1967-75) Pat Boone
President Honorary Chairman National Spokesman

Mark B. McClellan, MD, PhD
Administrator

Centers for Medicare & Medicaid Services
Department of Health and Human Services

Attention: CMS-1270-P

June 30, 2006
Dear Mark:

As you know, the 60 Plus Association was a strong advocate for the Medicare Part D prescription drug
benefit proposed by President Bush.

I'm pleased to note that nearly 80% of seniors now approve of this wonderful new benefit, and | thank
you for your leadership.

Mark, today | am writing you about another matter of particular importance to senior citizens. On
behalf of podiatrists, | strongly urge CMS to modify the physician definition from 1861 (r)(1) to 1861 (r)(3)
before finalizing the regulations for the competitive acquisition programs for podiatry. This will
allow individual podiatrist to continue to supply select durable medical equipment, prosthetics, orthotics,
and supplies (DMEPOS) items to their patients. However, if individual podiatrists are instead required to
bid to supply to an entire Metropolitan Statistical Area (MSA), their patients may no longer have available
to them medically appropriate and necessary DMEPOS items.

Again, | strongly urge CMS to change the definition from 1861 (r)(1) to 1861 (r)(3). This will allow small
office individual podiatrists to continue providing medically necessary and appropriate care to their
patients. | urge CMS to carefully reconsider its definition of physician and to apply their broader definition
that includes podiatric physician.

Mark, | want to go on record to make it clear that my organization is not being compensated in anyway
by the American Podiatric Medical Association (APMA). Instead, this matter has been brought to my
attention by my wife who has managed a small podiatric practice for nearly 20 years and she makes a
convincing case that their elderly patients in particular would suffer the most if this revision is not made. |
respectfully urge you to give this your most careful and compassionate consideration.

Sincerely,
Jim Martin
President
60 Plus

The 60 Plus Association is a 15-vear-old nonpartisan organization taking on important issues such as death tax
repeal, saving Social Security, working to lower energy costs, affordable prescription drugs and other senior-friendly
issues featuring a less government, less taxes approach. 60 Plus calls on support from nearly 4.5 million citizen
activists. 60 Plus publishes a quarterly magazine, SENIOR VOICE, and a Scorecard, bestowing a Guardian of
Seniors’ Rights award on lawmakers of both parties who vote “pro-senior.” 60 Plus has been called “an
increasingly influential senior citizen’s group” and ‘“the conservative alternative to the AARP.” 60 Plus has
established a membership benefit program. To join 60 Plus or for further information, please go to our website at
www. 60plus.org or call 888-560-PLUS (7587).
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The 60 Plus Association

1600 Wilson Blvd. e Suite 960 e Arlington, VA 22209
Phone 703.807.2070 e Fax 703.807.2073 ¢ www.60Plus.org

James L. Martin Rep. Roger Zion (R-IN, 1967-75) Pat Boone
President Honorary Chairman National Spokesman

Mark B. McClellan, MD, PhD
Administrator

Centers for Medicare & Medicaid Services
Department of Health and Human Services

Attention: CMS-1270-P

June 30, 2006
Dear Mark:

As you know, the 60 Plus Association was a strong advocate for the Medicare Part D prescription drug
benefit proposed by President Bush.

I'm pleased to note that nearly 80% of seniors now approve of this wonderful new benefit, and | thank
you for your leadership.

Mark, today | am writing you about another matter of particular importance to senior citizens. On
behalf of podiatrists, | strongly urge CMS to modify the physician definition from 1861 (r)(1) to 1861 (r)(3)
before finalizing the regulations for the competitive acquisition programs for podiatry. This will
allow individual podiatrist to continue to supply select durable medical equipment, prosthetics, orthotics,
and supplies (DMEPOS) items to their patients. However, if individual podiatrists are instead required to
bid to supply to an entire Metropolitan Statistical Area (MSA), their patients may no longer have available
to them medically appropriate and necessary DMEPOS items.

Again, | strongly urge CMS to change the definition from 1861 (r)(1) to 1861 (r)(3). This will allow small
office individual podiatrists to continue providing medically necessary and appropriate care to their
patients. | urge CMS to carefully reconsider- its definition of physician and to apply their broader definition
that includes podiatric physician.

Mark, | want to go on record to make it clear that my organization is not being compensated in anyway
by the American Podiatric Medical Association (APMA). Instead, this matter has been brought to my
attention by my wife who has managed a small podiatric practice for nearly 20 years and she makes a
convincing case that their elderly patients in particular would suffer the most if this revision is not made. |
respectfully urge you to give this your most careful and compassionate consideration.

Sincerely,

Jim Martin
President

60 Plus

The 60 Plus Association is a 15-vear-old nonpartisan organization taking on important issues such as death tax
repeal, saving Social Security, working to lower energy costs, affordable prescription drugs and other senior-friendly
issues featuring a less government, less taxes approach. 60 Plus calls on support from nearly 4.5 million citizen
activists. 60 Plus publishes a quarterly magazine, SENIOR VOICE, and a Scorecard, bestowing a Guardian of
Seniors’ Rights award on lawmakers of both parties who vote “pro-senior.” 60 Plus has been called “an
increasingly influential senior citizen’s group” and “the conservative alternative to the AARP.” 60 Plus has
established a membership benefit program. To join 60 Plus or for further information, please go to our website at
www.60plus.org or call 888-560-PLUS (7587). :




Arre e T3 7D By 15
The 60 Plus Association

1600 Wilson Blvd. e Suite 960 ¢ Arlington, VA 22209
Phone 703.807.2070 ¢ Fax 703.807.2073 ¢ www.60Plus.org

James L. Martin Rep. Roger Zion (R-IN, 1967-73) Pat Boone
President Honorary Chairman National Spokesman

Mark B. McClellan, MD, PhD

Administrator

Centers for Medicare & Medicaid Services
Department of Health and Human Services

Attention: CMS-1270-P

June 30, 2006
Dear Mark:

As you know, the 60 Plus Association was a strong advocate for the Medicare Part D prescription drug
benefit proposed by President Bush.

I'm pleased to note that nearly 80% of seniors now approve of this wonderful new benefit, and | thank
you for your leadership.

Mark, today | am writing you about another matter of particular importance to senior citizens. On
behalf of podiatrists, | strongly urge CMS to modify the physician definition from 1861 (r)(1) to 1861 (r)(3)
before finalizing the regulations for the competitive acquisition programs for podiatry. This will
allow individual podiatrist to continue to supply select durable medical equipment, prosthetics, orthotics,
and supplies (DMEPOS) items to their patients. However, if individual podiatrists are instead required to
bid to supply to an entire Metropolitan Statistical Area (MSA), their patients may no longer have available
to them medically appropriate and necessary DMEPOS items.

Again, | strongly urge CMS to change the definition from 1861 (r)(1) to 1861 (r)(3). This will allow small
office individual podiatrists to continue providing medically necessary and appropriate care to their
patients. | urge CMS to carefully reconsider its definition of physician and to apply their broader definition
that includes podiatric physician.

Mark, | want to go on record to make it clear that my organization is not being compensated in anyway
by the American Podiatric Medical Association (APMA). Instead, this matter has been brought to my
attention by my wife who has managed a small podiatric practice for nearly 20 years and she makes a
convincing case that their elderly patients in particular would suffer the most if this revision is not made. |
respectfully urge you to give this your most careful and compassionate consideration.

Sincerely,

Jim Martin
President

60 Plus

The 60 Plus Association is a 15-year-old nonpartisan organization taking on important issues such as death tax
repeal, saving Social Security, working to lower energy costs, affordable prescription drugs and other senior-friendly
issues featuring a less government, less taxes approach. 60 Plus calls on support from nearly 4.5 million citizen
activists. 60 Plus publishes a quarterly magazine, SENIOR VOICE, and a Scorecard, bestowing a Guardian of
Seniors’ Rights award on lawmakers of both parties who vote “pro-senior.” 60 Plus has been called “an
increasingly influential senior citizen’s group” and “the conservative alternative to the AARP.” 60 Plus has
established a membership benefit program. To join 60 Plus or for further information, please go to our website at
www.60plus.org or call 888-560-PLUS (7587).




Submitter : Mrs. Carolann Burke
Organization :  Novacare Rehabilitation
Category : Other Health Care Provider
Issue Areas/Comments

GENERAL

GENERAL

See Attchment
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June 29, 2006

NovaCare Rehabilitation
680 American Avenue
King of Prussia, PA 19406

RE: “Proposed Rule for Competitive Acquisition of Certain DMEPOS”

Mark B. McClellan, M.D., Ph.D.

Administrator

Centers for Medicare and Medicaid Services

Comments submitted electronically to: http://www.cms.hs.gov/eRulemaking

Dear Dr. McClellan:

NovaCare Rehabilitation appreciates the opportunity to comment on the Proposed Rule for
Competitive Acquisition of Certain DMEPOS. NovaCare Rehabilitation’s highly respected
clinical team provides preventative and rehabilitative services that maximize functionality and
promote well-being. NovaCare Rehabilitation maintains an integrated local market network of
approximately 500 convenient locations in 24 states and the District of Columbia. NovaCare
Rehabilitation is a division of Select Medical Corporation and is comprised of licensed physical
therapists, registered/licensed occupational therapists, physical therapist assistants, and
certified hand therapists. Our clinical team devises individualized treatment plans to help
achieve each patient's specific goals and maximize his or her functional independence.

On behalf of the licensed physical (P.T.) and licensed/registered occupational therapists (O.T.)
and certified h and t herapists ( CHT) em ployed by N ovaCare Rehabilitation, we r espectfully
comment on the following concerns and issues that will adversely impact the patient community
requiring an orthotic as a part of their plan of care, as well as set up an unfair market advantage
for the larger supplier over the smaller community-based provider who happens to provide a
minute percentage of orthotic devices to patients in need.

Duplication of Quality Standards:

e Physical and occupational therapists, by virtue of their education and training through an
accredited educational program and comprehensive treatment of the patient, already are in
the best position to understand human anatomy, beneficiary factors, and specific patient
diagnoses and are able to uniquely fit each patient with the orthotic necessary for the
continuation of the patient’s care. Because physical and occupational therapists provide not
just an orthotic, but develop an entire therapy plan of care specific to the individual patient
and his/her condition(s), that plan of care requires the knowledge and understanding of
human anatomy, beneficiary factors, specific diagnosis and the ability to make each fitting
unique to that beneficiary. Furthermore, since the therapist is intimately involved in the
beneficiary’s plan of care, the therapist is in the optimal position to know the patient’s broad
range of treatment options and to ensure that the orthotic required and/or prescribed is
optimal for the beneficiary’s condition.
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NovaCare Rehabilitation recommends that CMS consider physical and occupational
therapists as already meeting the quality standards and accreditation for supplying
DME supplies to their patients by virtue of their accredited education and state
licensure requirements and not include them in future quality standards and/or
accreditation process proposed as a part of the rule.

Supplier:

Section | Terms of Contract (414.420) specifically lists physicians, nurse practitioners and
clinical nurse specialists as being able to supply only to their patients, but does not include
physical and occupational therapists as a potential supplier. Additional clarification is
required to ens ure that p hysical a nd occupational t herapists arenotable tosupplyto
anyone other t han their o wn p atients. ~ Therapists w ho have authorizationto provide
rehabilitation care should be able to use all treatment procedures and supplies including
orthotics and equipment necessary to facilitate their patients’ independence in self care,
ambulation and safety in their homes and communities.

NovaCare Rehabilitation urges CMS to allow physical and occupational therapists to
provide orthotics to their patients as a part of a patient’s individual and physician
certified plan of care and not include them in the ruling for competitive bidding for
orthotics. If CMS disagrees with this position and includes them in the ruling, they
should. be included with the physicians and have the ability to provide a small number
of orthotic devices to their patients without providing DME services to the public.

Quality of Care:

Medically appropriate and required skilled care will be delayed if the beneficiary is required
to go beyond the rehabilitation provider for over-the-counter orthotic devices. Individual
patient presentation and specific measurements taken during the initial evaluation are
integral to providing the patient with the most effective and comprehensive care plan and
appropriately fitting orthotic device. Additionally, it is necessary for the same evaluating
clinician to provide the correct fitting splint based on the following clinical presentation
indicators: treatment diagnosis, physical problem, functional limitations, pain, sensory loss,
swelling, strength and skin integrity. Patients also require extensive education regarding the
purpose of the orthotic, correct application, precautions, wear schedule, care instructions for
splintas well fort heirs kin, how to check f or p ressure points, and how to make s elf
modifications if needed.

Patients need to be observed using the extremity with the orthotic device on to assess if the
device is meeting the goals/purpose of the orthotic. If not, the therapist needs to identify
another style and repeat the fitting/assessment process, or decide if a custom splint is more
appropriate.

An incorrectly fitted orthotic can lead to:
= Blisters, skin sores, tendon ruptures
Muscle “guarding™ and increased pain
Postural changes and symptom changes
Increased edema due to constriction or improper instructions
Decreased sensation due to nerve compression
Tendonitis due to “fighting against” an ill-fitting splint

Occasionally, a patient may require more than one style orthotic to achieve his/her goals
based on the patient's changing clinical presentation, for example a custom orthotic to
immobilize for heavy tasks, and a prefabricated one to provide support but allow for light

Page 2 of 3




ADLs. This can NOT be accomplished if the therapist is unable to provide ALL styles of
orthotic devices and/or brands during the visit.

NovaCare Rehabilitation urges CMS to eliminate the potential for adverse
consequences to occur to the Medicare beneficiary by allowing physical and
occupational therapists to continue to supply their patients’ orthotic devices as a part
of quality skilled programming. Many therapists have observed prefabricated
muniversal" or "fits either hand” splints put on the wrong hand, upside down or
backwards because of a lack of therapist involvement as described above. Patients
may purchase the orthotic on their own, or receive it from a physician/nurse/DME
supplier without proper instruction or good fit. These patients are eventually referred
to t herapy f or the problems | isted a bove, w hich ultimately c osts the health c are
system additional money due to more visits, therapy and additional fitting of orthotic
devices.

Small Supplier Burden/Competitive Disadvantage:

e The bidding process for the physical and occupational therapist is not clearly defined in the
proposed regulation. This requirement would be very burdensome for each center providing
physical or occupational therapy to fill out an application requiring an estimated 70 hours to
complete and go through an accreditation process to provide an orthotic device already
approved by the physician’s written plan of care and in conjunction with the skilled treatment
that is provided. Additionally, the smaller provider cannot compete with the bulk discounts
provided to the large supplier.

NovaCare Rehabilitation urges CMS to exclude the small provider (10 clinical
professionals or less in a particular center) from the competitive bidding and
accreditation process based on the undue hardship this will place on the provider to
access cost-effective devices and the patient’s access to clinically superior outcomes
provided by the physical and/or occupational therapist.

Thank you for your time and consideration of these comments. If you have any questions

regarding these comments, please contact Carol Burke at cburke@HQ.novacare.com or
860-668-8741.

Respectfully,

Carol Burke, P.T., Director of Clinical Services
Kathy DeLacy, P.T., Director of Clinical Services
Lynn Bradley, P.T., Director of Clinical Services
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Submitter : Mrs. Susan Mannarino
Organization :  American Society of Hand Therapists
Category : Occupational Therapist
Issue Areas/Comments

Competitive Bidding Areas

Competitive Bidding Areas
See attached
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To Whom It May Concern:

Re: Proposed Rule for Competitive Acquisition of Certain DMEPOS
CMS-1270-P

Position: Request that Medicare revise the proposed regulation to establish a
process that will enable therapists to continue to supply upper extremity

- orthoses to beneficiaries in their care without additional constraints.

Thank you for the opportunity to comment on a regulation that will significantly
affect my quality of service to Medicare beneficiaries.

My name is Sue Mannarino and | am an occupational therapist specializing in
the treatment of upper extremity disorders. | am also a certified hand
therapist, having passed a certification exam that requires at least 4000 hours
of upper extremity patient treatment and over 5 years experience in the
treatment of these patients prior to sitting for the exam. | am currently working
in a hand and upper extremity treatment center as well as a long term care
facility, and frequently treat Medicare and Medicaid beneficiaries that require
custom and/or off the shelf orthoses. :

Therapists are unique from other suppliers of DMEPOS. We work as both a
provider and a supplier, and it is difficult to divide the two aspects of our
profession. As a hand therapist, while orthoses are a critical component in
the treatment of my patients, they are just one part of their overall
management. When supplying an orthoses, we also look at the disease
process, functional and ADL needs, ergonomics, precautions, future orthotic
needs, etc. The provision of an orthosis is usually performed as part of a
complete treatment plan, and | feel that the proposed competitive bidding
system will pose a serious threat to my ability to effectively treat these
patients.

Hand therapists typically treat very acute patients, and the need to be able to
immediately dispense and adjust an orthosis is crucial to the final outcome of
these patients. In the course of treatment of these patients, we will often see
changes in stability, edema, inflammation, and wound healing that require
immediate attention. This regulation, as stated, could significantly interfere
with my ability to react to these changes, putting repairs and patients at risk.

‘In addition, | feel that this system has the potential to place me in an
untenable legal and ethical position. If a patient appears in my clinic with an
inappropriate orthoses, supplied by another entity, am | to adjust this orthosis,
assuming some of the liability for a device that | did not supply or charge for?
Or should | let them leave my office and drive to another facility, with its




possible delay, knowing that they are inadequately fitted and/or unprotected?
This very possible scenario has both legal and ethical considerations.

A patient’s needs are thoroughly evaluated by a therapist to determine the
appropriate orthosis for beneficiary use. In many cases, a specific brand may
be the only one that will appropriately meet the needs of a patient. Should this
rule be enforced as written, suppliers will not be required to bid on all brands
of a certain orthosis. As a result, there is no guarantee that a beneficiary will
be able to find a specific orthosis in their area, potentially limiting their access
to an important orthosis. As a hand therapist, | routinely stock those off the
shelf orthoses that | know the beneficiary and the referring physician will
require.

Finally, | would like to comment on the very small margin of profit | receive
from these prefabricated orthoses. In fact, CMS, in their report on the
demonstration projects, supports my contention that the savings to Medicare
from upper extremity orthoses would be minimal. With many upper extremity
OTS orthoses, there is no profit at all. This would severely affect my ability to
bid for a contract to supply these orthoses. There are many DMEPOS items
that do provide significant profit, allowing large and multiple item suppliers to
possibly marginally discount their upper extremity orthoses. However, when
a supplier is limited to upper extremity orthoses only, such as the case with
hand therapists, they would be unable to provide a sufficient discount to win a
bid. You would be loosing an important component in the treatment of the
upper extremity beneficiary; the therapist input and expertise in the supply of
an OTS orthosis.

In conclusion, | request that Medicare revise the proposed regulation to allow
therapists to continue to supply critical OTS orthoses unimpeded by a
competitive bidding process. Thank you again for the opportunity to comment
on this proposed regulation.

Sincerely,
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Submitter : Ms. Rose Porter Date: 06/30/2006
Organization:  A-One Specialty Medical LLC.
Category : Home Health Facility

Issue Areas/Comments

Opportunity for Participation by
Small Suppliers

Opportunity for Participation by Small Suppliers
June 28, 2006

To Whom It May Concern:
All the changes going on in the Healthcare industry are scary enough without having to worry about whether we are going to be in business next year.

We are a small supplier that takes great pride in the services we offer to our customers. They are very important to us and we let them know it, which is very rare
nowadays.

Small Business, NOT Big Business is the driving force behind the American economy and given this fact, CMS has not adequately considered the impact that
competitive bidding will have on small business. Most Durable Medical Equipment Suppliers fall under the Small Business guidelines as outlined by the Federal
government. Although CMS suggested small business create networks, the current timeline allowed to create a new entity is insufficient at best if not impossible.
If a small business meets the required standards, they should be allowed to participate if they are willing to provide the products at the agreed upon bid price.
Competitive bidding will only help establish a new industry where only the large survive. Sometimes bigger is not better, it s just bigger.

Thank you for taking the time to review our concerns.
Respectfully,

Rose Porter
Member

Quality Standards and
Accreditation for Supplies of
DMEPOS

Quality Standards and Accreditation for Supplies of DMEPOS

We are a small business and are currently not accredited. There are only a limited number of accrediting agencies and they are now setting appointments for Spring
2007. The requirement for accreditation has created a bottleneck in our industry that only additional time will correct. CMS should not proceed with competitive
bidding until it is sure that that all suppliers who may want to submit bids have had an opportunity to get accredited.

Thank you for taking the time to review our concerns.

Rose Porter
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Submitter : Jean Minkel Date: 06/30/2006
Organization:  Minkel Consulting
Category : Physical Therapist
Issue Areas/Comments
GENERAL
GENERAL

My name is Jean Minkel. I am submitting comments to the Notice of Proposed Rulemaking for Competitive acquisition of certain DMEPOS, as a member of the
PAOC.

I will focus my comment to only a few select areas of the proposed rule:
1. (Referencing 414,414(c) Quality Standards and Accreditation

There is a critical need for published Quality Standards to be implemented. These Standards need to be used by the yet to be named CMS approved accreditation
agencies. It is critical that bid suppliers be accredited using the new quality standards. To achieve this critical goal, the agency is encouraged to:

a. Implement the initial Bid cycle in only 4 MAS one for each DMERC and the CMS approved accrediting organizations should focus on those 4 areas to insure
Quality Standards applied to all qualified suppliers BEFORE bids are reviewed.

b. No Grace period should be adopted.

¢. The agency may altematively consider, grandfathering only those Suppliers who have eamed accreditation by an approved organization within the last 18 months
New survey should be scheduled before bid is accepted to insure compliance with any new Standards specified by CMS not in place at the time of the original
accreditation.

d. Publish criteria for the selection of CMS approved accrediting agencies.

. Demonstration of accreditation needs to done be prior to accepting Bids.

2. (Referencing 414210 (g) Establishing Payment Amounts for New DMEPOS Iiems. The proposed functional technology assessment and a revised plan for
determining pricing should have its own Regulatory announcement and separate Comment Period.

3. (Referencing 414 .416) Proposed Rebate Program Just Say NO!
4, (Referencing 414.426) Payment Rules related to Coding changes
The Agency is encouraged to re-bid the Product category if there is a change in the coding of a Product category during a bid cycle, for example one code divided

into two. New codes should receive new fee schedule prices when initialty adopted that code should be available to all beneficiaries based on the Fee schedule
until the Product group is re-bidded
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CMS-1270-P-1200

Submitter : Mr, Juan Izquierdo Date: 06/30/2006
Organization:  Medical DEcision Services
Category : Health Care Provider/Association

Issue Areas/Comments
Competitive Bidding Areas

Competitive Bidding Areas

It is illogical for CMS not to exclude Miami from the first round of bidding. On page 145 CMS states We exclude the three largest MSAs in 2006, excluding

New York, Chicago and Los Angles. We exclude the three largest MSAs in 2006 because we are proposing not to include them in the initial phase implementation.
We are excluding the three largest MSA because they are significantly larger than any of the area in which we implemented the competitive bidding demonstrations
and we would like gain more experience in smaller markets before we enter into the largest markets. This statement is absolutely nonsensical. It is ridiculous to
state that CMS wants to gain more experience in smaller markets, before they enter into the largest markets, but yet they do not exclude Miami which has the

largest MSA market based on charges per beneficiary, suppliers per beneficiary, and total DMEPOS allowed charges. There is a big difference between the Medicare
DMEPOS market in an MSA and the raw population of an MSA.

This illustrates either poor planning or incompetence in compiling information on behalf of CMS. It frightens me to think that CMS is concerned on soliciting an
RFB in the 3 largest markets because of their lack of experience but yet they include the three largest Medicare DMEPOS MSA markets which are Miami, Houston,
and Dallas not New York, Chicago and Los Angles.

CMS-1270-P-1200-Attach-1.DOC
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Competitive Bidding Areas - Competitive Bidding Areas
It is illogical for CMS not to exclude Miami from the first round of bidding.

On page 145 CMS states “We exclude the three largest MSAs in 2006, excluding New
York, Chicago and Los Angles. We exclude the three largest MSAs in 2006 because we
are proposing not to include them in the initial phase implementation. We are excluding
the three largest MSA because they are significantly larger than any of the area in which
we implemented the competitive bidding demonstrations and we would like gain more
experience in smaller markets before we enter into the largest markets.” This statement
is absolutely nonsensical. It is ridiculous to state that CMS wants to gain more
experience in smaller markets, before they enter into the largest markets, but yet they do
not exclude Miami which has the largest MSA market based on charges per beneficiary,
suppliers per beneficiary, and total DMEPOS allowed charges. There is a big difference
between the Medicare DMEPOS market in an MSA and the raw population of an MSA.

This illustrates either poor planning or incompetence in compiling information on behalf
of CMS. 1t frightens me to think that CMS is concerned on soliciting an RFB in the 3
largest markets because of their lack of experience but yet they include the three largest
Medicare DMEPOS MSA markets which are Miami, Houston, and Dallas not New York,
Chicago and Los Angles.




CMS-1270-P-1201

Submitter : Mr. Barry Alexander Date: 06/30/2006
Organization:  Nelson Mullins
Category : Attorney/Law Firm
Issue Areas/Comments
GENERAL
GENERAL
See Attachment
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Nelson
Mullins

Nelson Mullins Riley & Scarborough LLP

Attorneys and Counselors at Law Barry D. Alexander

4140 Parklake Avenue / GlenLake One / Second Floor / Raleigh, North Carolina 27612 Tel: 919.877.3802

Tel: 919.877.3800 Fax: 919.877.3799 ‘ Fax: 919.877.3822

www. nelsonmullins.com barry.alexander@nelsonmullins.com
July 5, 2006

VIA ELECTRONIC FILING

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1810-IFC

P.O. Box 8013

Baltimore, MD 21244-8013

Re:  Comments Submitted Regarding Proposed Rule Entitled:
Competitive Acquisition for Certain Durable Medical Equipment,
Prosthetics, Orthotics and Supplies (DMEPOS) and Other Issues

File Code CMS-1270-P

Dear CMS Administrator:

We represent a number of DMEPOS suppliers” within the state of North Carolina and
throughout the country and, as such, we are writing to submit a discrete group of comments

with regard to the proposed competitive bidding rule referenced above (the Proposed
Rule(s) ).

Quality Standards for Suppliers of DMEPOS

The Proposed Rules indicate that CMS will be finalizing the quality standards shortly, and that
these standards will be published on the CMS website. The Proposed Rules do not clarify
whether the quality standards will be product-line specific and the relationship between the
quality standards and the existing 21 supplier standards set forth at 42 C.F.R. § 424.57.

Among other questions, we encourage CMS to clarify whether a DMEPOS supplier will need
to be accredited for each type of DMEPOS that it furnishes. In particular, we note that the
draft quality standards issued on the CMS website include appendices for 14 different classes
of DMEPOS. While we fully acknowledge that a supplier wishing to furnish any item within
these different classes of DMEPOS may be required to meet additional or different quality
standards applicable to that product line, we do not believe that the supplier should be required
to be re-accredited each time it elects to add a new product line. We encourage CMS to
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develop the final quality standards in a manner that will allow suppliers to meet the core

criteria in Section 1 of the proposed quality standards, with a streamlined accreditation process
if, for example, a supplier chooses to add wheelchairs as a complement to its accredited
hospital bed business. Many of the ostensibly discrete quality standards for product lines have

areas of overlap and the accreditation process should be established in a manner to recognize
this fact.

Second, it appears that CMS expects to maintain the existing 21 supplier standards and treat
the quality standards as a separate compliance requirement. We are concerned that there is a
potential for contradiction and confusion since the current 21 supplier standards are loosely
incorporated into the quality standards (e.g., delivery and set up criteria and maintenance and
service) and because the direct quality standard appears to expand upon a number of these
provisions. In addition, we are concerned that there is a potential for contradiction and
inconsistency with regard to enforcement and interpretation since, at least currently, the
supplier standards are enforced by CMS through its contract with the National Supplier
Clearinghouse (NSC).  Currently, suppliers are subject to an initial inspection by a
representative of the NSC and a tri-annual inspection by the NSC to determine whether
compliance with the 21 supplier standards continues. We would further note that the
interpretation and enforcement of the supplier standards has been subject to great variability,
with the NSC issuing interpretative guidance to guide its investigators without having
promulgated this guidance through appropriate notice and comment rulemaking.'

As a result, we encourage CMS to allow the selected accreditation organizations to validate a
supplier’s compliance with both the quality standards and the interrelated 21 supplier
standards. We understand that CMS would retain the right to separately investigate a
supplier’s compl iance with either the quality standards and/or the 21 supplier standards such as
in the event of a substantial allegation of non-compliance, similar to the current accreditation
process employed for Part A providers. That said, given the inter-relationship between the
quality standards and the 21 supplier standards, we encourage CMS to permit accreditation
organizations to validate a supplier’s compliance with these requirements as part of a single
accreditation review and to eliminate the tri-annual NSC revalidation visit.

Accreditation for Suppliers of DMEPOS and Other Items

Section 1834(a)(20)(B) of the Social Security Act requires that the Secretary issue quality
standards and designate one more accreditation organizations to apply the quality standards to
suppliers of DMEPOS and other items. The Proposed Rule indicates that CMS will be

In March of 2004, the NSC issued guidelines clarifying and interpreting the supplier standards
establishing, among other issues, minimum amounts of inventory that suppliers must maintain. Although
we understand that Palmetto GBA, the contractor which runs the NSC contract, was instructed by CMS
to discontinue use of these guidelines, we are concerned that the guidelines continue to be used in an

informal manner by the NSC even though they have not received clearance from CMS.
“Doc# 75387.03"
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providing additional guidance at a later date regarding the agency’s final selection of
accreditation organizations that will determine whether suppliers meet the quality standards.

The Proposed Rules do not indicate whether any entity that supplies DMEPOS must meet the
accreditation standards or whether certain providers and suppliers, such as hospitals or
physicians which supply DMEPOS, also must be accredited or whether such entities may rely
upon a more general accreditation or licensure status. It is our view that any entity which
furnishes covered DMEPOS should be accredited by an approved DMEPOS accrediting
organization for the DMEPOS that the supply. This should not, in our view, preclude a
provider or supplier’s accreditation organization from offering combined accreditation visits
(e.g., home health and DMEPOS) so long as the accreditation organization separately validates
compliance with the applicable quality standards and 21 supplier standards. We encourage the
agency to respond to clarify this issue in the final Competitive Bidding Rules.

Lastly, we request that CMS clarify the relationship between accreditation organizations and
CMS complaint investigations more broadly. In particular, if a supplier organization is
deemed to be in full compliance with the quality standards and the 21 supplier standards by an
approved accreditation organization, will CMS be permitted to separately revoke or suspend a
supplier’s participation status if CMS determines that the supplier is not in compliance with
these requirements? Although it appears that CMS desires to reserve the right to investigate
substantial allegations of non-compliance against accredited suppliers (similar to the manner in
which the agency may survey or investigate an accredited Part A provider), there is a well-
established process in the Part A context to deal with violations of the applicable Part A
Medicare conditions of participation. There is nothing comparable in the Part B supplier
context and, from our experience, the NSC often takes swift action against suppliers for an
alleged failure to meet a supplier standard including, in some instances, suspension of a
supplier’s Medicare billing privileges.

In the Part A context, survey and certification is driven by a well-established regulatory
framework which, as of yet, has not been proposed by CMS in the Part B setting. The Part A
survey and certification process is set forth at 42 C.F.R. § 488 er. seq. These regulations
establish provisions for validation surveys (42 C.F.R. § 488.7), a process to report alleged
deficiencies to the provider, forms to be used by the state survey agency (e.g., the CMS-2567)
and the general process for the submission of a plan of correction. Accordingly, while we
acknowledge that CMS may elect to reserve the right to conduct a validation survey where
substantial allegations of noncompliance may exist, CMS has failed to propose a comparable
process to the Part A context a process t hat will allow suppliers to respond alleged deficiencies
within an appropriate period of time before suspension or revocation actions are taken.
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Determining Single Payment Amounts for Individual Items

Proposed Section 414.416 establishes a multi-step process for calculating the single payment
amount for each item in each competitive bidding area based upon the bids submitted and
accepted for that item. It is our view that the proposed process outlined by CMS will have the
effect of distorting the bid submission process and, in our view, is unfair to suppliers that
attempt, in good faith, to submit a bid price that reflects their ability to furnish a particular
item or service for the beneficiaries in that area.

In particular, as we understand the Proposed Rule, CMS proposes to establish a single bid
amount for a specific item that will be the median of the bids submitted by the contract
suppliers. We acknowledge that the enabling statute dictates that CMS select a single payment
amount for each item in a competitive bidding area; however, we believe that the process
proposed by CMS will have the effect of distorting the bid prices submitted. Since the lowest
bidding supp liers will realize that, irrespective of their submitted bid, they likely will receive
a payment amount above their submitted bid, we are concerned that some suppliers will game
the system by intentionally submitting bids with the sole and express purpose to ensure that the
supplier will be one of the winning suppliers in the competitive bidding area. In other
words, the game will be to submit a bid that gets the supplier at or below the pivotal bid
with the understanding that, once selected, the price would be adjusted upward.

In our view, this is not true competitive bidding it is an exercise in game theory. Suppliers
should be made to understand that the bid they submit, even if below the single payment
amount established (however such determination is ultimately decided by CMS in the final
rules), is the bid that they may be paid at. We do not view this approach as inconsistent with
Congress’ objective to have a single bid price in competitive bidding area. Given that CMS
has the authority to adjust payment amounts in non-competitive bidding areas based on prices
established in a competitively bid MSA, it is essential that the resultant single payment amount
is reflective of a true market p rice.

The approach we suggest also is consistent with longstanding Medicare payment policies. In
particular, Medicare makes payment for DMEPOS at the lower of the Medicare Fee Schedule
or the supplier’s actual charge. See, e.g., 42 C.F.R. § 414.210. Indeed, the standard CMS-
1500 claim form has been developed so that the supplier’s actual charge can be identified.?
We understand that DMERC (soon to be DMAC) claims processing systems currently pay a
supplier’s claims at the lesser of the fee schedule or the supplier’s actual charge for each and
every claim adjudicated by the Part B contractor. Accordingly, it is our view that CMS can
comply with the statutory mandate of establishing a single payment amount (this would be
treated by the claims processing system as the fee schedule or maximum payment amount)
and simultaneously hold suppliers responsible for the bids they submitted (by requiring that the

2 The revised CMS-1500 claim form requires placement of the provider/supplier’s charge in block 24f.
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supplier submit as their actual charge their bid price for that item). Bidders would be
reimbursed no more than their bid price for an item and, in the case of a winning bidder that
had submitted a bid above the single payment amount, such supplier would be reimbursed no
more than the single payment amount.

In short, if a supplier certifies to CMS that they have the ability to provide a specified item of
DMEPOS for $X per unit, we believe that the supplier has certified as to their actual charge
and that such supplier should be paid the lesser of the single payment amount in the
competitive bidding area or their actual charge as certified in their bid submission. We believe
that this proposal is consistent with both longstanding DMEPOS payment policies as well as
Congressional mandate that the agency establish a single payment amount for a competitive
bidding area. Under the Proposed Rule, we are concerned that suppliers will be encouraged
to submit artificially low bids solely in an effort to become an approved  supplier in that
competitive area with the clear understanding and expectation that the bid will be adjusted
upward to the single payment amount. Competitive bidding must be established by CMS in a
manner to ensure fair participation for all suppliers that elect to submit bids in a competitive
bidding area and any supplier should be prepared to receive payment at the bid price they
submit.

* * *

We respectfully request that these comments be placed in the record for the Proposed Rule and
we appreciate the agency’s consideration of same.

Respectfully submitted,
/s/

Barry D. Alexander
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Submitter : Mrs. Deborah Mazza
Organization:  Mrs. Deborah Mazza
Category : Occupational Therapist
Issue Areas/Comments

GENERAL

GENERAL

See Attachment
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ATTACHMENT 1 TO #1202

Re: Proposed Rule for Competitive Acquisition of Certain DMEPOS
CMS-1270-P

Position: Request that Medicare revise the proposed regulation to establish a
process that will enable therapists to continue to supply upper extremity
orthoses to beneficiaries in their care without additional constraints.

Thank you for the opportunity to comment on a regulation that will significantly
affect my quality of service to Medicare beneficiaries.

My name is Deborah Mazza, and | am an occupational therapist specializing
in the treatment of upper extremity disorders. | am also a certified hand
therapist, having passed a certification exam that requires at least 4000 hours
of upper extremity patient treatment and over 5 years experience in the
treatment of these patients prior to sitting for the exam. | am currently
working in a hospital in the out-patient rehabilitation department, and
frequently treat Medicare and Medicaid beneficiaries that require custom
and/or off the shelf orthoses.

Therapists are unique from other suppliers of DMEPOS. We work as both a
provider and a supplier, and it is difficult to divide the two aspects of our
profession. As a hand therapist, while orthoses are a critical component in
the treatment of my patients, they are just one part of their overall
management. When supplying an orthoses, we also look at the disease
process, functional and ADL needs, ergonomics, precautions, future orthotic
needs, etc. The provision of an orthosis is usually performed as part of a
complete treatment plan, and | feel that the proposed competitive bidding
system will pose a serious threat to my ability to effectively treat these
patients.

Hand therapists typically treat very acute patients, and the need to be able to
immediately dispense and adjust an orthosis is crucial to the final outcome of
these patients. In the course of treatment of these patients, we will often see
changes in stability, edema, inflammation, and wound healing that require
immediate attention. This regulation, as stated, could significantly interfere
with my ability to react to these changes, putting repairs and patients at risk.

In addition, | feel that this system has the potential to place me in an
untenable legal and ethical position. If a patient appears in my clinic with an
inappropriate orthoses, supplied by another entity, am | to adjust this orthosis,
assuming some of the liability for a device that | did not supply or charge for?
Or should | let them leave my office and drive to another facility, with its




possible delay, knowing that they are inadequately fitted and/or unprotected?
This very possible scenario has both legal and ethical considerations.

A patient’s needs are thoroughly evaluated by a therapist to determine the
appropriate orthosis for beneficiary use. In many cases, a specific brand may
be the only one that will appropriately meet the needs of a patient. Should this
rule be enforced as written, suppliers will not be required to bid on all brands
of a certain orthosis. As a result, there is no guarantee that a beneficiary will
be able to find a specific orthosis in their area, potentially limiting their access
to an important orthosis. As a hand therapist, | routinely stock those off the
shelf orthoses that | know the beneficiary and the referring physician will
require.

Finally, | would like to comment on the very small margin of profit | receive
from these prefabricated orthoses. In fact, CMS, in their report on the
demonstration projects, supports my contention that the savings to Medicare
from upper extremity orthoses would be minimal. With many upper extremity
OTS orthoses, there is no profit at all. This would severely affect my ability to
bid for a contract to supply these orthoses. There are many DMEPOS items
that do provide significant profit, allowing large and multiple item suppliers to
possibly marginally discount their upper extremity orthoses. However, when
a supplier is limited to upper extremity orthoses only, such as the case with
hand therapists, they would be unable to provide a sufficient discount to win a
bid. You would be loosing an important component in the treatment of the
upper extremity beneficiary; the therapist input and expertise in the supply of
an OTS orthosis.

In conclusion, | request that Medicare revise the proposed regulation to allow
therapists to continue to supply critical OTS orthoses unimpeded by a
competitive bidding process. Thank you again for the opportunity to comment
on this proposed regulation.

Sincerely,

Deborah A. Mazza, OTR/CHT




ATTACHMENT 2 TO #1202

Re: Proposed Rule for Competitive Acquisition of Certain DMEPOS
CMS-1270-P

Position: Request that Medicare revise the proposed regulation to establish a
process that will enable therapists to continue to supply upper extremity
orthoses to beneficiaries in their care without additional constraints.

Thank you for the opportunity to comment on a regulation that will significantly
affect my quality of service to Medicare beneficiaries.

My name is Deborah Mazza, and | am an occupational therapist specializing
in the treatment of upper extremity disorders. | am also a certified hand
therapist, having passed a certification exam that requires at least 4000 hours
of upper extremity patient treatment and over 5 years experience in the
treatment of these patients prior to sitting for the exam. | am currently
working in a hospital in the out-patient rehabilitation department, and
frequently treat Medicare and Medicaid beneficiaries that require custom
and/or off the shelf orthoses.

Therapists are unique from other suppliers of DMEPOS. We work as both a
provider and a supplier, and it is difficult to divide the two aspects of our
profession. As a hand therapist, while orthoses are a critical component in
the treatment of my patients, they are just one part of their overall
management. When supplying an orthoses, we also look at the disease
process, functional and ADL needs, ergonomics, precautions, future orthotic
needs, etc. The provision of an orthosis is usually performed as part of a
complete treatment plan, and | feel that the proposed competitive bidding
system will pose a serious threat to my ability to effectively treat these
patients.

Hand therapists typically treat very acute patients, and the need to be able to
immediately dispense and adjust an orthosis is crucial to the final outcome of
these patients. In the course of treatment of these patients, we will often see
changes in stability, edema, inflammation, and wound healing that require
immediate attention. This regulation, as stated, could significantly interfere
with my ability to react to these changes, putting repairs and patients at risk.

In addition, | feel that this system has the potential to place me in an
untenable legal and ethical position. If a patient appears in my clinic with an
inappropriate orthoses, supplied by another entity, am | to adjust this orthosis,
assuming some of the liability for a device that I did not supply or charge for?
Or should I let them leave my office and drive to another facility, with its
possible delay, knowing that they are inadequately fitted and/or unprotected?
This very possible scenario has both legal and ethical considerations.




A patient’s needs are thoroughly evaluated by a therapist to determine the
appropriate orthosis for beneficiary use. In many cases, a specific brand may
be the only one that will appropriately meet the needs of a patient. Should this
rule be enforced as written, suppliers will not be required to bid on all brands
of a certain orthosis. As a result, there is no guarantee that a beneficiary will
be able to find a specific orthosis in their area, potentially limiting their access
to an important orthosis. As a hand therapist, I routinely stock those off the
shelf orthoses that | know the beneficiary and the referring physician will
require.

Finally, | would like to comment on the very small margin of profit | receive
from these prefabricated orthoses. In fact, CMS, in their report on the
demonstration projects, supports my contention that the savings to Medicare
from upper extremity orthoses would be minimal. With many upper extremity
OTS orthoses, there is no profit at all. This would severely affect my ability to
bid for a contract to supply these orthoses. There are many DMEPOS items
that do provide significant profit, allowing large and multiple item suppliers to
possibly marginally discount their upper extremity orthoses. However, when
a supplier is limited to upper extremity orthoses only, such as the case with
hand therapists, they would be unable to provide a sufficient discount to win a
bid. You would be loosing an important component in the treatment of the
upper extremity beneficiary; the therapist input and expertise in the supply of
an OTS orthosis.

In conclusion, | request that Medicare revise the proposed regulation to allow
therapists to continue to supply critical OTS orthoses unimpeded by a
competitive bidding process. Thank you again for the opportunity to comment
on this proposed regulation.

Sincerely,

Deborah A. Mazza, OTR/CHT




CMS-1270-P-1203

Submitter : Dr. Adam Teichman Date: 06/30/2006
Organization :  Lehigh Valley Foot and ANkle surgeons
Category : Physician
Issue Areas/Comments
GENERAL
GENERAL
PLease refer to the attachement.
Thank you

Dr. Adam Teichman
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Dean L. Somrento, D.P M., A A.CEAS.
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Trauma/Reconstruction

Ankle/Foot Fractures

Joint Replacement

Peripheral Nerve Surgery

Diabetic Care
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Wound Care

General Podiatry

Quantitative Sensory Testing

Doppler Studies

Xray
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162 West Ridge Street
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2597 Schoenersville Road, Suite 206
Bethlehem, PA 18017

610.882.3600 » FAX 610.391.0096

FOOT&ANKLE SURGEONS

June 30, 2006

Mark B. McClellan, MD, PhD
Administrator

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1270-P

Electronic Comments

Dear Dr. McClellan:

I am writing to urge the Centers for Medicare & Medicaid Services (CMS) to
revise the physician definition used in the proposed rule that would establish a
competitive acquisition program for certain durable medical equipment,
prosthetics, orthotics, and supplies (DMEPOS) from 1861(r)(1) to 1861(r).

As a podiatric physician, I prescribe and supply DMEPOS items to Medicare
beneficiaries as an integral part of patient care. These individuals are my
patients and they rely on me to use my best medical judgment and clinical skills
in treating them. Iam required to maintain a valid DMEPOS supplier number,
adhere to the current supplier standards and am subject to the same Stark
requirements that apply to MD and DO physician suppliers. Podiatric
physicians should be given the same considerations given to MD and DO
suppliers, including the ability to bid to supply select DMEPOS items to my
patients only and the right to execute a physician authorization.

In my practice, I use a variety of DMEPOS items. As an example, when a
patient presents complaining of foot pain and swelling following an injury, I
may diagnose the patient with multiple fractures of the metatarsals and
determine that a walking boot is necessary for immobilization of the injured
foot with associated edema. If I no longer function as a supplier, the patient
will be forced to travel to another location to obtain the necessary item and will
risk further injury to the foot. If the patient is unable to bear full weight on the

injured extremity, a fall might occur, which could result in other additional
injuries.

T'urge CMS to modify the physician definition from 1861(r)(1) to 1861(r)
before finalizing the regulations for the competitive acquisition program. 1
want to be able to continue to supply DMEPOS items for my patients only and
believe that if I am required to instead bid to supply the entire Metropolitan
Statistical Area (MSA) my patients will be negatively impacted.

Sin%f ; | <
Dedn L. Sorrento, DPM, FACFAS
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June 30, 2006

Mark B. McClellan, MD, PhD
Administrator

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1270-P

Electronic Comments

Dear Dr. McClellan:

I am writing to urge the Centers for Medicare & Medicaid Services (CMS) to
revise the physician definition used in the proposed rule that would establish a
competitive acquisition program for certain durable medical equipment,
prosthetics, orthotics, and supplies (DMEPOS) from 1861(r)(1) to 1861(r).

As a podiatric physician, I prescribe and supply DMEPOS items to Medicare
beneficiaries as an integral part of patient care. These individuals are my
patients and they rely on me to use my best medical judgment and clinical skills
in treating them. [ am required to maintain a valid DMEPOS supplier number,
adhere to the current supplier standards and am subject to the same Stark
requirements that apply to MD and DO physician suppliers. Podiatric
physicians should be given the same considerations given to MD and DO
suppliers, including the ability to bid to supply select DMEPOS items to my
patients only and the right to execute a physician authorization.

In my practice, I use a variety of DMEPOS items. As an example, when a
patient presents complaining of foot pain and swelling following an injury, I
may diagnose the patient with multiple fractures of the metatarsals and
determine that a walking boot is necessary for immobilization of the injured
foot with associated edema. If I no longer function as a supplier, the patient
will be forced to travel to another location to obtain the necessary item and will
risk further injury to the foot. If the patient is unable to bear full weight on the

injured extremity, a fall might occur, which could result in other additional
injuries.

I urge CMS to modify the physician definition from 1861(r)(1) to 1861(r)
before finalizing the regulations for the competitive acquisition program. I
want to be able to continue to supply DMEPOS items for my patients only and
believe that if I am required to instead bid to supply the entire Metropolitan
Statistical Area (MSA) my patients will be negatively impacted.

Sincerely
-
Ja¢ H. Kaufman, DPM, FACFAS
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June 30, 2006

Mark B. McClellan, MD, PhD
Administrator

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1270-P

Electronic Comments

Dear Dr. McClellan:

I am writing to urge the Centers for Medicare & Medicaid Services (CMS) to
revise the physician definition used in the proposed rule that would establish a
competitive acquisition program for certain durable medical equipment,
prosthetics, orthotics, and supplies (DMEPOS) from 1861(r)(1) to 1861(r).

As a podiatric physician, I prescribe and supply DMEPOS items to Medicare
beneficiaries as an integral part of patient care. These individuals are my
patients and they rely on me to use my best medical judgment and clinical skills
in treating them. Iam required to maintain a valid DMEPOS supplier number,
adhere to the current supplier standards and am subject to the same Stark
requirements that apply to MD and DO physician suppliers. Podiatric
physicians should be given the same considerations given to MD and DO
suppliers, including the ability to bid to supply select DMEPOS items to my
patients only and the right to execute a physician authorization.

In my practice, I use a variety of DMEPOS items. As an example, when a
patient presents complaining of foot pain and swelling following an injury, I
may diagnose the patient with multiple fractures of the metatarsals and
determine that a walking boot is necessary for immobilization of the injured
foot with associated edema. If I no longer function as a supplier, the patient
will be forced to travel to another location to obtain the necessary item and will
risk further injury to the foot. If the patient is unable to bear full weight on the

injured extremity, a fall might occur, which could result in other additional
injuries.

Turge CMS to modify the physician definition from 1861(r)(1) to 1861(r)
before finalizing the regulations for the competitive acquisition program. I
want to be able to continue to supply DMEPOS items for my patients only and
believe that if I am required to instead bid to supply the entire Metropolitan
Statistical Area (MSA) my patients will be negatively impacted.

Sincerely,

—S —
Adam J. Teichman, DPM, AACFAS
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Mark B. McClellan, M.D., Ph.D.
Administrator
Centers for Medicare & Medicaid Services
Department of Health & Human Services
Room 445—G
Hubert H. Humphrey Building
200 Independence Avenue, S.W.
Washington, D.C. 20201

Re: Comments Regarding CMS—1270—P: “Medicare Program; Competitive
Acquisition for Certain Durable Medical Equipment, Prosthetics, Orthotics and
Supplies (DMEPOS) and Other Issues”

Dear Administrator McClellan:

On behalf of our client, DJO Incorporated (“DJO” or the “Company”), we submit these
comments on the above-referenced proposed regulations, which implement the Medicare Part B
DMEPOS Competitive Bidding Program and revise the gap-filling payment methodology used
to set fee schedule rates for new codes for DMEPOS items and services.! As the world’s largest
manufacturer of orthotics, as well as a large Medicare supplier of orthotic products and
manufactured bone growth stimulators, DJO expects to continue its participation in the Medicare
program after the launch of competitive bidding. For this reason, the Company appreciates the
opportunity to provide comments to the Centers for Medicare and Medicaid Services (“CMS”) as
to the impact of these proposals on the Company and the continued access to orthotics and the
DME industries generally.

The competitive bidding program will radically change how Medicare pays for DMEPOS
items used by beneficiaries in the home. Payment rates that previously were set based on fee
schedule amounts will instead be determined by bid amounts submitted by DMEPOS suppliers
for competitive bidding areas. The success of this program depends on the ability of suppliers to
submit accurate bids for products (and on CMS’s ability to evaluate them appropriately and
fulsomely). Of paramount concern to DJO is CMS’s ability to accurately and appropriately
evaluate the bid submissions for orthotic products. With the vast number of orthotic products

! 71 Fed. Reg. 25654 (May 1, 2006).
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and the large number of HCPCS codes describing these products, there is tremendous variability
in the industry as to which products belong in which codes. Without more clarity in this area,
suppliers will have difficulty determining appropriate products and bids for each HCPCS code
and, as a result, the bid submission process (as well as CMS’s evaluation process) will be
extremely difficult, if not impossible. The resulting competitive bid payment amounts are likely
to be irrational. DJO asks CMS to avoid premature inclusion of orthotic products in the
competitive bidding program until such time as a satisfactory resolution can been devised. In
addition, DJO has serious concerns with the proposed expansion of the statutory definition of
off-the-shelf (“OTS”) orthotics—which are the only orthotic products that may be competitively
bid. The agency should and must hew to the line already drawn by Congress regarding which
products are to be included.

DJO’s concerns with the proposed regulations cover a number of areas:’

Criteria for Item Selection

Submission of Bids Under the Competitive Bidding Program
Conditions for Awarding Contracts

Determining Single Payment Amounts for Individual Items
Terms of Contract

Physician Authorization/Treating Practitioner

Payment Basis

Gap-filling

Administrative or Judicial Review

Summary of Comments

If CMS decides to move forward with competitive bidding for orthotic products, DJO
recommends that the following measures be taken:

N Define OTS Orthotics As Required By the Medicare Statute: DJO strenuously disagrees
with CMS’s proposed definition of OTS orthotics for competitive bidding. The proposed
interpretation would broaden impermissibly the statutory definition of OTS orthotics to
include all orthotics that do not require assistance of a certified orthotist. This proposal is
an impermissible departure from congressional language. Perhaps more critically, the
proposal directly conflicts with the existing Federal definition of “qualified practitioners”
who possess expertise to furnish certain orthotics to Medicare beneficiaries. This over-
broad definition, therefore, must not be finalized. DJO seeks inclusion of the statutory
definition in the regulation. The Company also urges CMS to consult with the orthotic
industry to determine which HCPCS codes describe OTS orthotics and, of those, which
should be included in the initial phase of the program.

2) Ensure Participation of Suppliers With Sufficient Capacity Regardless of Physical

These are the subject headings that CMS requested commenters use to flag issues for the agency. Each of
these subjects is noted as a heading in bold language and bracketed immediately preceding the relevant
discussion. Please note that some subjects are addressed multiple times in this comment letter.
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Location in the Service Area: DJO strongly supports CMS’s proposal to allow suppliers
to participate even if they do not necessarily have a separate physical location in a
competitive bidding area (“CBA™), provided that they (a) offer services in the geographic
area and (b) have a demonstrated ability to do so. CMS appropriately recognizes that
more meaningful indicia than physical location should be determinative of capacity to
serve a particular CBA.

Categorize Competitively Bid Products Using Existing SADMERC Policy Groups and
Use Sub-Groupings for Bidding Purposes: Under CMS’s proposal, bidding for products
would be conducted based on groupings of products into “product categories” and a
supplier would need to submit a separate bid for each HCPCS code within a given
category. DJO believes that there is no need to “re-invent the wheel” and existing
Statistical Analysis Durable Medical Equipment Regional Carrier (“SADMERC”) policy
groups should be considered. A few of the SADMERC policy groups for orthotics
correspond to existing medical policies, with meaningful relationships among grouped
codes, while others group codes according to the body part treated. Suppliers who
specialize in serving beneficiaries with certain medical conditions (e.g., patients who
need a knee orthosis, but not a spinal orthosis) may continue to do so. If broader
categories are used, suppliers with specialization for particular parts of the body will not
be able to offer competitively bid items and services.

Even if CMS were to use the SADMERC policy groups for orthotics, it would be
difficult, if not impossible, to provide a bid amount for each HCPCS code. Most
suppliers are unlikely to have a product for each code. In addition, as mentioned above,
there is considerable uncertainty as to the appropriate HCPCS code for individual
products, and this will make it nearly impossible for suppliers to submit bids on a code-
by-code basis. If CMS includes OTS orthotics in the initial phase of competitive bidding,
DJO recommends sub-groupings for which a single bid amount could be offered. This
recommended methodology is described in further detail below.

Ensure the Integrity of Bid Evaluations by Requiring Uniform Financial Standards &
Accreditation, Allowing for an Extended Grace Period for Orthotics Suppliers: CMS
must take steps to safeguard the integrity of the bid evaluation process so that payment
rates are realistic. Such steps should include publishing final quality and financial
standards that must be met regardless of the size or type of organization. DJO applauds
CMS for its recognition that, in the initial phase of competitive bidding, a grace period is
needed so that suppliers can come into compliance with the quality standards. An
extended grace period is particularly essential for industries such as orthotics in which
accreditation is not currently the norm.

Recognize That Suppliers Are Only Equipped to Provide Items From Their Own
Inventories: DJO asks that CMS revise two of its proposals so that they address practical
realities and limitations of the DMEPOS industry. First, proposed 42 C.F.R.

§ 414.422(c) places the onus for repairing and maintaining items previously furnished by
non-contract suppliers on contract suppliers. This provision should not be adopted. In
most instances suppliers are not equipped to handle such work for products not in their
inventories. This is particularly the case for manufacturer/suppliers that typically only or
predominantly sell the products they make. Second, proposed 42 C.F.R. § 414.420
would require contract suppliers to make a reasonable effort to furnish a particular brand

DC\876267.8
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Q)

t)

©)

(10)

DC\876267.8

or mode of delivery of an item, as prescribed by the physician or treating practitioner.
This provision should be revised so that contract suppliers do not need to offer the item if
it is not in their inventory.

Revise Change in Ownership Rules So That They Are Consistent With Existing
Requirements For DMEPOS Suppliers: Proposed 42 C.F.R. § 414.422(d) would limit a
contract supplier’s ability to continue to participate in competitive bidding upon a change
in ownership. Among other things, approvals are required. This provision should be
revised to allow the supplier to continue to participate in the program, provided that the
legal entity enrolled in the Medicare program does not change (e.g., there has been only a
change in stock or other equitable ownership). Furthermore, the timeframe for the notice
requirement should conform to the existing regulation governing supplier notice of
changes in ownership.

Set Payment Amounts So That They Reasonably Reflect Actual Bids: CMS proposes to
use the median of the winning bids (i.e., those at or below the pivotal bid) to set the
competitive bidding payment amount for each product. This may force contract suppliers
either to furnish products at prices far below their submitted bids or to exit the Medicare
program. DJO asks CMS to adopt a payment methodology for competitive bidding that
does not artificially depress rates below the bid prices of a substantial number of the
winning bidders. The Company asks that the methodology used in the competitive
bidding demonstration projects, which was an alternative proposal discussed in the
preamble to the proposed regulations, be adopted instead.

Retain Competitive Bidding Payment Amounts Throughout A Bidding Cycle When
Multiple HCPCS Codes Are Merged Into a Single Code: CMS proposes special
payment rules to be used when HCPCS codes are revised in the middle of a competitive
bidding cycle. DJO generally supports the proposed rules, with one exception. The
Company believes that, where multiple codes describing similar products are combined
into a single code, the prior codes and their competitive bid payment amounts should
continue to be used until the end of the current contract. This would maintain stability in
pricing for the products in the CBAs and not upset suppliers’ expectations. The payment
rates for a given product should not change in the midst of a contract.

Refrain From Creating An “Any Willing Provider” Model If CMS Uses Competitive
Bidding Rates to Adjust Payment Amounts in Non-competitive Bidding Areas: DJO
asks that CMS proceed cautiously in implementing its authority beginning in 2009 to
adjust payment in non-competitive bidding areas based on payment information
determined under the competitive bidding program. This authority could result in a de
facto “any willing provider” model, in which competitive bidding rates are used
nationwide and any supplier that is able to provide services may do so (for
reimbursement at those rates). Competitive bidding rates are set with the expectation of a
significant increase in volume to offset lower prices. This will not exist in non-
competitive bidding areas.

Do Not Finalize the Proposed Rebate Program: DJO objects to CMS’s proposal to
allow suppliers to give rebates to beneficiaries for products provided through the
competitive bidding program. This ill-advised proposal implicates and may run afoul of
the Federal Anti-Kickback Statute and blurs the line between permissible and
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(11)  Protect Existing Medicare Appeal Rights: Existing rights of beneficiaries and suppliers
: to appeal denied claims should not be affected by competitive bidding. DJO requests that
proposed 42 C.F.R. § 414.424 be revised to clarify that the prohibition on appealing
certain determinations made in the course of conducting the competitive bidding program
in no way circumscribes or otherwise affects existing appeal rights.

(12)  Revise the Proposed Gap-Filling Replacement to Follow Statutorily-Required
‘ Procedures & Ensure Fair Pricing: CMS’s proposal in 42 C.F.R. § 414.210(g) to
jettison the current gap-filling methodology for new DMEPOS items in favor of
consideration of a variety of pricing data sources must not be adopted without significant
revisions. As written, the proposed regulation is vague and impermissibly circumvents
the procedural and substantive requirements to be used in any exercise of CMS’s inherent
reasonableness (“IR”) authority. It is essential that any formula adopted here follow a
transparent process for establishing reasonable, appropriate fee schedule rates for non-
competitively bid products. DJO believes that this new regulation deserves considerable
attention that it likely will not receive because it has been appended to the proposed
regulations for competitive bidding. DJO therefore asks that CMS postpone publication
of a final regulation on this topic to provide time for suppliers to submit additional
comments and/or to meet with the agency to discuss alternatives.

Finally, as to appropriate 2007 and 2008 payment updates for Class 111 devices paid
under the DMEPOS fee schedule, DJO asks that CMS consider the comments of the Electrical
Bone Growth Stimulators (“EBGS”) Coalition, which are provided under separate cover. These
comments urge the agency to adopt a specific fee schedule payment update for Class III devices
based upon factors unique to Class III devices, and to provide a full CPI-U payment update for
both years.

I. DEFINE OTS ORTHOTICS AS REQUIRED BY THE MEDICARE STATUTE
[Criteria For Item Selection]

Under the Medicare statute, OTS orthotics are among the categories of DMEPOS .
products that may be competitively bid.> CMS proposes to broaden the statutory definition of
OTS orthotics to include all orthotics that do not require assistance of a certified orthotist. This
is an impermissible departure from the definition prescribed by Congress. Not only that, the
proposed definition directly conflicts with an existing statutory payment provision that defines
the types of practitioners who are qualified to furnish certain orthotics to Medicare beneficiaries.
DJO strenuously objects to CMS’s proposal to put in place a sweeping interpretation of the
statutory definition of OTS orthotics. We submit that CMS may not adopt an interpretation that
goes well beyond the statutory language and certainly may not do so in a manner that contradicts
existing statutory requirements regarding practitioner qualifications. There are practical
concerns with the proposed definition as well. Rather than bringing clarity to which orthotics are
considered off-the-shelf, the proposal would inject an additional layer of uncertainty by tying the
definition to an amorphous standard (i.e., necessary involvement of a certified orthotist).

’ 42 US.C. § 1395w-3(a)(2)(C).
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DJO asks rather that the statutory definition be imported into the regulation, as written,
and that CMS work with industry stakeholders including the National Orthotics Manufacturers
Assocation (NOMA) to determine which HCPCS codes describe OTS products (and, of those,
which should be included in the initial phases of competitive bidding).

CMS May Not Contravene Existing Medicare Requirements Regarding Qualified

Practitioners

The Medicare statute defines OTS orthotics as those that “require minimal self-
adjustment for appropriate use and do not require expertise in trimming, bending, molding,
assembling, or customizing to fit to the individual”* The proposed regulatory language at 42
C.F.R § 414.402 mirrors that language. Yet, CMS takes this definition multiple steps further in
its discussions in the preamble. There, the agency states that the sole reference point for the
definition is whether needed adjustments would require the expertise of an orthotist. CMS
suggests that OTS orthotics are those that:

(1) can be adjusted by a beneficiary, caretaker, or orthotic supplier without
the assistance of an orthotist certified by the American Board for
Certification in Orthotics and Prosthetics, Inc. (“ABC”) or the Board
for Orthotist/Prosthetist Certification (“BOC”); and

(2) do not require expertise in trimming, bending, molding, assembling, or
customizing to fit to the individual, which, CMS states, are activities
that can only be performed by certified orthotists.?

DJO contends that CMS must revise the proposal explained in the preamble because it is
inconsistent with existing orthotics payment provisions in the Medicare statute. Indeed, the fact
that the proposal is not included in the regulation itself raises questions about the extent to which
the agency believes that the additional language is a permissible construction of the statute. It is
problematic to hinge the definition of OTS orthotics on involvement of a certified orthotist
because the Medicare statute already identifies a more expansive list of practitioners who are
qualified to furnish certain custom-fabricated orthotic products to beneficiaries. Of note, this
provision includes physicians and qualified physical and occupational therapists as qualified
practitioners as well. CMS may not cherry-pick certain types of practitioners with expertise to
provide orthotics fitting and adjustment services to beneficiaries. The move to exclude these
practitioners is particularly troublesome given that the agency has not yet promulgated
regulations to implement the existing statutory language (as was explicitly required by
Congress).

By way of background, the Medicare statute contains special payment rules for certain
custom-fabricated orthotics, which include a definition of “qualified practitioners” that possess

4 See 42 U.S.C. § 1395w-3(a)(2)(C).
5 71 Fed. Reg. at 25669-70.
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expertise to furnish such products to beneficiaries (the “BIPA provision”).® Under the BIPA
provision, Medicare payment for an item on a list of certain custom-fabricated orthotics is only
to be made if it is (1) furnished by a qualified practitioner; and (2) fabricated by a qualified
practitioner or a qualified supplier at a facility that meets such criteria as the HHS Secretary
determines appropriate.” “Qualified practitioner” is defined to include physicians, qualified
physical and occupational therapists, licensed orthotists (in states requiring orthotist licensure),
and other individuals who are specially trained or educated in the area and certified by ABC,
BOC or other approved credentialing programs (in states without orthotist licensure
requirements).®

As mentioned above, the BIPA provision has yet to be implemented through regulation,
as Congress required. However, the statute itself specifies the types of individuals that Congress
believes possess the skills and experience needed to provide certain custom-fabricated orthotics
to beneficiaries. This definition may not be ignored. A fundamental canon of statutory
interpretation provides that “effect must be given, if possible, to every word, clause and sentence
of a statute,” and that “[a] statute should be construed so that effect is given to all its provisions,
so that no part will be inoperative or superfluous, void or insignificant.” The BIPA provision
clearly acknowledges that more classes of practitioners than only ABC- and BOC-certified
orthotists possess expertise to trim, bend, mold, assemble, or customize certain orthotics to fit
them to an individual. The list of products to which BIPA applies has yet to be determined, but
the statute requires that it consist of a sub-set of all custom-fabricated orthotics, which means
that it clearly excludes OTS orthotics. For CMS to include only ABC- and BOC-certified
orthotists as practitioners with the expertise to fit non-OTS orthotics ignores the other
practitioners that are congressionally-approved as having expertise to provide some custom-

- fabricated orthotics. CMS may not read the words “physician,” “qualified physical therapist,”
and “qualified occupational therapist” out of the statute, and should not be circumventing
implementation of the BIPA provision in this manner to begin with. Limiting the definition of
OTS orthotics to those not requiring the expertise of an ABC- or BOC-certified orthotist directly
contravenes Congress’s definition of qualified practitioner and illogically treats their inclusion as

6 42 U.S.C. § 1395m(h)(1)(F) (as added by Section 427 of the Medicare, Medicaid and SCHIP Benefits
Improvement and Protection Act of 2000 (“BIPA™)).

The devices falling under the ambit of the special payment rules are to be identified by CMS in a published
list and are defined as that subset of custom-fabricated orthotics that are “individually fabricated for the
patient over a positive model of the patient.”

8 42 U.S.C. § 1395m(h)(1 XF)(iii).

NORMAN J. SINGER, STATUTES AND STATUTORY CONSTRUCTION , § 46:06, 181-86 (6"‘ ed. 2000); See also
Washington Hosp. Center v. Bowen, 795 F.2d 139 (D.C. Cir. 1986) (concluding that, in order to fulfill “our
obligation to construe a statute so as ‘to give effect, if possible, to every word Congress uses,” it must
strike down the Secretary’s regulation requiring hospitals to wait until completion of the cost year before
appealing prospective payment amounts to the Provider Reimbursement Review Board because the
regulation ignored the provision of the Medicare statute permitting such appeals prior to filing a cost
report).
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surplusage. In short, borrowing or importing some, but not all, of the BIPA provision to define
OTS orthotics is ill-advised and impermissible. '

CMS Is Bound By The Congressional Definition of OTS Orthotics

Not only does the proposed definition of OTS orthotics contravene the BIPA provision,
but also it exceeds the congressional mandate as to which products are to be included in
competitive bidding. Congress provided a specific and narrow definition of OTS orthotics that
may be competitively bid. The language clearly limits OTS orthotics to those that do not require
much, if any, adjustment in order to be used appropriately and that do not require fitting and
adjustment expertise in order to be fit to the patient. CMS’s proposed definition linking OTS
orthotics to the work of a certified orthotist would dramatically expand the list of products that
are considered OTS and that are subject to competitive bidding. Such an approach may also
result in quality of care issues for Medicare beneficiaries. This is because products furnished
through the competitive bidding process that require more than minimal self-adjustment may
result in a poor fit, product ineffectiveness or even potential injury.

CMS may not implement the OTS definition in a manner that exceeds the congressional
mandate, as would the proposal here. In the seminal case concerning agency interpretation of
congressional language, the U.S. Supreme Court held that “[1]f the intent of Congress is clear,
that is the end of the matter; for the court, as well as the agency, must give effect to the
unambiguously expressed intent of Congress.”!! In effect, CMS’s proposal discards the statutory
definition, replacing the task-related criteria (i.e., minimal self-adjustment for appropriate use
and no expertise in trimming, bending, molding, assembling, or customizing to fit to the
individual) with a wholly different benchmark for determining when a product ought to be
included in competitive bidding: the need for a certified orthotist’s involvement. This
benchmark differs from and is inconsistent with the statutory criteria, as evidenced by the fact
that it would result in a much more expansive list of orthotic products being competitively bid
than Congress intended. Indeed, a CMS official'? speaking at the May 2006 Program Advisory
& Oversight Committee (“PAOC”) meeting even acknowledged that this proposal goes far
beyond that specified by Congress.

An elementary canon of statutory interpretation provides that words in statutes are to be
accorded their “plain and obvious meaning” because “one must assume that the legislature knew

We note that, through the BIPA provision, Congress intended only to mandate involvement of qualified
practitioners for a small sub-set of custom-fabricated orthotics. What is important for this discussion of
competitive bidding regulations, however, is that the BIPA provision recognizes that such practitioners

- have the experience to adjust and fit non-OTS orthotics. Thus, CMS may not define OTS products by
reference only to certified orthotists.

Chevron, U.S.A., Inc. v. Natural Resources Defense Council, Inc., 467 U.S. 837, 842-3 (1984); see also
NORMAN J. SINGER, STATUTES AND STATUTORY CONSTRUCTION, § 46:01, 121-22 (6" ed. 2000) (stating
that “[t]here is no safer nor better settled canon of interpretation that that when language is clear and
unambiguous it must be held to mean what it plainly expresses™).

Joel Kaiser, who presented on this topic at the PAOC meeting, commented that this proposed definition
goes beyond the definition in the Medicare statute.

DC\876267.8
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the plain and ordinary meanings of the words it chose to include in the statute.”’® The OTS
definition was heavily negotiated at the time that the MMA was enacted, and Congress chose
carefully the language it used. If Congress had intended that CMS use a broader definition, or
one that used the qualifications of individuals furnishing the products as a proxy, it surely would
have done so. Indeed, Congress used orthotist certification as a limiting requirement in the BIPA
provision, indicating that, when the legislature wants to use this indicator, it does so. CMS may
not go far beyond the statutory language in determining orthotic products that may be
competitively bid.

CMS’s Proposed Benchmark Is Impracticable

In addition to concerns that the proposed definition of OTS orthotics is not a reasonable
construction of the statutory language, there are practical concerns with the proposal. It all
together fails to bring clarity to which orthotics are considered off-the-shelf, In fact, DJO
believes that tying the definition to whether the involvement of a certified orthotist is needed
muddies the waters as to which products would be included. There is no Federal definition of
orthotists or their scope of practice. A limited number of states have orthotist licensure or
certification laws and, among those that do, the scope of practice varies considerably. Thus,
there is no resource—beyond anecdotal evidence through discussions with certified orthotists—
that CMS could use to understand what the proposed definition actually means. Involvement of
a certified orthotist is not a meaningful, clear benchmark; rather, it is an amorphous, highly
contentious standard that will not provide CMS with clear direction as to the orthotic products
that could be competitively bid.

For these reasons, DJO believes that the proposed interpretation of OTS should not and
may not be finalized. DJO recommends that the regulation tracking closely to the statutory
language be finalized as written, but that the gloss added in the preamble not be used. If,
however, CMS does seek to enhance the definition, the agency must recognize all other
practitioners with expertise to provide orthotic products who are currently recognized under
Federal law. Under this alternate approach, any orthotic that requires the assistance of a
qualified practitioner (as defined under the BIPA provision) would not be considered OTS.

As to the codes to be included, DJO suggests that CMS consult with stakeholders,
including the National Orthotic Manufacturers Association (“NOMA”), to determine the
appropriate OTS orthotics codes. NOMA would be pleased to provide a list of OTS orthotics
codes to the agency for its consideration upon request.

1 NORMAN J. SINGER, STATUTES AND STATUTORY CONSTRUCTION , § 46:01, 124 (6% ed. 2000).
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Il. ENSURE PARTICIPATION OF SUPPLIERS WITH SUFFICIENT CAPACITY
REGARDLESS OF PHYSICAL LOCATION IN THE SERVICE AREA

[Submission of Bids Under the Competitive Bidding Program)|

DJO believes that large capacity suppliers currently provide a significant volume of
DMEPOS items to beneficiaries and asserts that, unless they are included in competitive bidding,
there will be a shortage or total lack of certain competitively bid items in the CBAs. Many of
these large suppliers operate through central headquarters, yet offer services nation-wide. DJO
thus supports CMS’s proposal not to require that bidding suppliers be physically located in the
CBAs in which they submit bids.

As CMS recognizes, location is an imprecise measure as to whether a supplier would be
willing and able to serve Medicare beneficiaries in a given CBA.'* Further, CMS’s proposal
accords with longstanding Medicare supplier standards. Many large capacity suppliers,
including DJO, use a centralized operation (at which billing, patient contact, complaint and other
matters are addressed), with sales representatives operating in locations throughout the country.
Often, based on a prescription, orthotic products are shipped from the manufacturing plant or
headquarters of a supplier to a patient’s home or to a physician’s office, the location at which
they are provided to the patient. Under this longstanding physician’s office model, the supplier
does not maintain physical locations in all 50 states, but still ably serves locations across the
country.

Medicare has a longstanding policy of accommodating such organizational structures.
The Medicare statute provides that all suppliers furnishing medical equipment and supplies to
beneficiaries must obtain a supplier number, showing that they meet supplier standards. The
statute calls for CMS to create a supplier standard requiring the supplier to “maintain a physical
facility on an appropriate site.”'* Through Medicare Supplier Standard #7, CMS implements this
requirement and recognizes that some suppliers will be operating in various geographic areas but
that it can be organized using a centralized location.'® In addition, DJO believes that centralized
operations enable the Company to interact effectively and in a uniform manner with Medicare
contractors and to provide consistent, high quality services to Medicare beneficiaries.

In short, physical location is an inappropriate gauge for supplier interest and ability to
service a CBA. DJO supports the approach that CMS proposes to use, which combines review
of the supplier’s past business to beneficiaries in the CBA, with reference to the supplier’s

1 71 Fed. Reg. at 25672.
15 42 U.S.C. § 1395m(j).

See 42 C.F.R. § 424.57(c)(7). Supplier Standard #7 states that a supplier must certify that it: “Maintains a
physical facility on an appropriate site. The physical facility must contain space for storing business records
including the supplier’s delivery, maintenance, and beneficiary communication records. For purposes of
this standard, a post office box or commercial mailbox is not considered a physical facility. In the case of a
multi-site supplier, records may be maintained at a centralized location.”
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detailed business plan for expansion.!” These indicia will enable CMS to more accurately
measure supplier capacity than would an imprecise focus on the supplier’s physical location.
CMS proposes to collect this information through draft Form B (Bidding Sheet)—the form that
bidding suppliers would complete in submitting a bid for each product category in a CBA. On
this form, CMS solicits data regarding the total revenue collected by the supplier, the total
number of customers served in the CBA for the product category in the past year, and the
percentages of those numbers attributable to Medicare. This form also asks bidding suppliers to
describe their expansion plans for the CBA, if they plan to do so.'® DJO believes that this
approach is sound, accurate and should be finalized as written.

. CATEGORIZE COMPETITIVELY BID PRODUCTS USING EXISTING
SADMERC POLICY GROUPS AND USE SUB-GROUPINGS FOR BIDDING
PURPOSES

[Submission of Bids Under the Competitive Bidding Program|

CMS proposes to conduct bidding for products grouped into “product categories,”
defined as groups of similar items used in the treatment of a related medical condition. Each
group would be comprised of items defined by HCPCS codes. To bid on a product, a supplier
would need to submit bids on the full spectrum of HCPCS codes contained in that product
category, with a separate bid amount for each HCPCS code. CMS also proposes that the
composition of the product categories may differ from one CBA to another, depending on
whether the agency believes it will be able to realize savings for a particular product in a
particular CBA."

It makes sense for CMS to use the existing SADMERC policy groups as the product
categories for competitive bidding, rather than inventing new and broader categories. Some of
the SADMERC policy groups for orthotics classify HCPCS codes according to the medical
policy to which they belong, making them rational groupings from a clinical perspective. Other
policy groups for orthotics reflect different areas of the body for which the products may be
used. These groupings provide ready categories, with sound clinical bases and with which both
CMS and suppliers are familiar, for use in competitive bidding.

Even if the SADMERC policy groups are used, DJO believes that it will be incredibly
difficult from a practical perspective to implement competitive bidding for OTS orthotic
products unless the categories are narrowly described. There are a significant number of HCPCS
codes and considerable variation in the industry as to how the codes are interpreted. In addition,
most suppliers are unlikely to have a product for each code. DJO is among the largest, if not the
largest, suppliers of orthotic products in the U.S., and the Company believes that it might not
have a product that fits into each code in a policy group. DJO therefore suggests that CMS not
implement competitive bidding for orthotic products without also providing clarification of the

" 71 Fed. Reg. at 25676.

See http.//www.cms.hhs.gov/PaperworkReductionActofl 995/PRAL/itemdetail.asp?filterType=none&filter
byDID=-99&sortBYDID=2&sortOrder=descendin2&itemlD=CMSO63052.

1 71 Fed. Reg. at 25672-73.
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products to be bid under the codes selected. Unless this first step is undertaken, there would be
such drastic variability in the bidding that the entire process would be tainted.

DJO also recommends that each OTS product category be further divided into sub-
groupings. These sub-categories, or sub-groupings, could represent families of similar codes that
would be reflective of the multiple functionalities of the various products, as well as the
multitude of coding, coverage and reimbursement complexities necessary to support providing
products to beneficiaries in the CBA. For instance, a select, small number of knee brace codes
with products that perform the same clinical function could be grouped together. Rather than
submitting a separate bid for each HCPCS code within a product category, the supplier would
offer a single bid amount for the sub-grouping. Without such a mechanism, DJO is concerned
that most suppliers, even large capacity suppliers that operate on a national basis, might be
precluded from bidding.

To effect these changes, DJO asks that the applicable proposed regulations be revised as
follows:

L 42 C.F.R. § 414.412 should be revised so that subsection (c) reads (with
proposed language in italics): “Product categories include items that are used to treat a
related medical condition. The list of product categories, and the items included in each
product category that is included in a particular competitive bidding program, are
identified in the request for bids for that competitive bidding program agnd will
correspond (o the policy groups of the Statistical Analysis Durable Medical Equipment
Regional Carrier, unless CMS determines that there is good cause to align items
differently for a particular competitive bidding program.”

1L 42 C.F.R. § 414.412 should be revised so that subsection (d) reads:
“Suppliers must submit a separate bid for every item included in each product category
that they are seeking to furnish under a competitive bidding program, unless CMS permits
a bid for a sub-category for bidding purposes.”

II.  ENSURE THE INTEGRITY OF BID EVALUATIONS BY REQUIRING
UNIFORM FINANCIAL STANDARDS & ACCREDITATION, ALLOWING FOR
AN EXTENDED GRACE PERIOD FOR ORTHOTICS SUPPLIERS

[Conditions For Awarding Contracts]

CMS must take steps to safeguard the integrity of the bid evaluation process so that
payment rates are realistic. DJO strongly supports CMS’s proposal to require suppliers to meet
quality and financial standards in order to be awarded bids. This should include the requirements
that suppliers be subject to a uniform set of financial standards, regardless of the size or type of
organization, and that they meet quality standards and be accredited in order to participate in the
program.

For bid evaluation, CMS proposes a three-step process: (1) establish a single composite
bid for each supplier for a particular product category; (2) array these composite bids from

DC\876267.8
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lowest to highest; and (3) select a pivotal bid (based on estimated beneficiary demand), with
winning bidders being those at or below the pivotal bid.?° In addition, under proposed 42 C.F.R.
414.414, CMS would require that each supplier meet basic eligibility requirements (such as
complying with existing Medicare supplier standards), comply with DMEPOS quality standards
and be accredited by a CMS-approved accrediting organization, and meet applicable financial
standards. CMS does not clarify at what point in the bid evaluation process it would confirm that
such standards have been met.

DJO notes that, as a practical matter, for this initial phase of competitive bidding, a large
number of suppliers may be in the process of obtaining accreditation and coming into
compliance with the quality standards. To address the initial phase, therefore, CMS proposes to
allow a grace period for compliance with the quality standards.?’ DJO applauds CMS’s
recognition that a grace period is needed to assist many suppliers in becoming accredited,
particularly given that the finalized standards have not yet been released. An extended grace
period should be afforded to suppliers in industries like orthotics in which accreditation is not
currently the norm. Suppliers in such industries lack experience with accreditation, and it will
take additional time for them to become accredited. DJO strongly urges CMS to provide an
extended grace period for orthotics suppliers.

IV. RECOGNIZE THAT SUPPLIERS ARE ONLY EQUIPPED TO PROVIDE ITEMS
FROM THEIR OWN INVENTORIES

[Terms of Contract; Physician Authorization/Treating Practitioner]

DJO asks that CMS revise two of its proposals so that they address practical realities and
limitations of the DMEPOS industry. Without the below-discussed changes to the proposed
regulations, suppliers may face difficulties operating in a manner that makes good business sense
and could be disincentivized from participating in the program. If existing large-capacity
suppliers exit the Medicare program, this, of course, would have a devastating impact on

beneficiaries’ ability to obtain needed items and would jeopardize the success of competitive
bidding.

Responsibility for Repairs/Maintenance of Items Furnished By Non-Contract
Suppliers

CMS proposes to oblige contract suppliers to bear responsibility for repairs and
maintenance of items that were previously furnished by non-contract suppliers. In many, if not
most, instances, suppliers have no experience in repairing or performing maintenance on items
that were supplied by other suppliers and would not be able to perform such work themselves.
Contract suppliers would, in effect, be forced to pay for a sub-contractor to perform the
service—a result that would impose significant costs on winning suppliers. It is difficult to

2 See 71 Fed. Reg. at 25674-75.

o See 71 Fed. Reg. at 25675,
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determine what these costs will be in advance of bid submission and, as a result, short of CMS
providing the information as part of the Requests for Bids, there is no way for suppliers to weigh
this cost in determining bid prices. Even if CMS is able to offer this information prior to bid
submission, the proposal is particularly onerous for manufacturer-suppliers that only carry and
sell their own products. Thus, DJO asks that CMS continue to pay for repair and maintenance of
DMEPOS items performed by non-contract suppliers, as has been the agency’s practice in the
past. There is no reason to shift this burden to another supplier, particularly one who is likely to
be unequipped to perform the services itself.

DJO suggests that 42 C.F.R. § 414.422(c) be revised to add a new subsection (3) which
states: “Contract suppliers that are FDA-approved manufacturers and that only furnish their
own products to beneficiaries in the competitive bidding area are exempt from the requirement
in paragraph (1) for purposes of items furnished by other suppliers.”

Physician Authorization of Product Brand

DJO believes that revision is also warranted for proposed 42 C.F.R. § 414.420 to
acknowledge business considerations for manufacturer/suppliers. Under this provision, contract
suppliers would be required to make a reasonable effort to furnish a physician-specified brand
(or mode of delivery). CMS notes that physicians and other treating practitioners could prescribe
a particular product brand if they determine that it would avoid an adverse medical outcome for
the beneficiary. If a treating practitioner specifies a particular product under these
circumstances, the contract supplier would be required to “make a reasonable effort to furnish
the particular brand.” If the supplier is unable to furnish the designated product, it would need to
work \szith the practitioner to find an alternate item that is appropriate and obtain a revised
order.?

Manufacturer/suppliers maintain inventories that contain predominantly their own
products and could have difficulty furnishing a brand other than their own. DJO believes that the
regulation should be revised to make clear that the contract supplier need not be able to offer the
item if it is not part of its inventory. This could be accomplished by adding a new subsection
(b)(4) to 414.420, stating: “The contract supplier is not required to furnish the particular brand
or mode of delivery itself if such brand or mode of delivery is not in its inventory in order to be
deemed to have made a reasonable effort under this paragraph (b).”

V. REVISE CHANGE IN OWNERSHIP RULES SO THAT THEY ARE

z See 71 Fed. Reg, at 25684.

DC\876267.8




—<—

Centers for Medicare & Medicaid Services
June 29, 2006
Page 15

LATHAMaWATKINSue
CONSISTENT WITH EXISTING REQUIREMENTS FOR DMEPOS SUPPLIERS

[Terms of Contract]

Proposed 42 CF.R. § 414.422(d) would limit a contract supplier’s ability to continue to
participate in competitive bidding upon a change in ownership of its business. CMS proposes to
require contract suppliers to notify CMS in writing 60 days prior to any changes of ownership,
mergers or acquisitions being finalized. CMS would only allow the successor entity to continue
to furnish products in the competitive bidding area if (1) there is a need for the successor entity
to function as a contractor in order to assure expected demand for a competitively bid item;

(2) the successor entity meets all requirements applicable to contract suppliers; (3) the successor
entity assumes the contract supplier’s contract, including all obligations and liabilities; and
(4) the successor entity executes a novation agreement.

This proposal is over-broad and would needlessly penalize business arrangements that
may have no impact on the contract supplier’s relationship with CMS. Furthermore, it would
devalue contract suppliers’ businesses. Existing standards—including the Medicare supplier
standards and the forthcoming quality standards—already provide sufficient assurances to ensure
that high quality services are provided to beneficiaries. This proposed notice requirement would
not add to these assurances in any meaningful way.

DJO believes that the proposed regulation should be modified to clarify that the
notification obligation and the limitations on continuing as a contract supplier apply only where
the contract is being transferred to a new or different legal entity. The test would be the same as
currently used to determine whether a new supplier enrollment application is needed under the
instructions for Form CMS-855S. In those circumstances in which the legal identity of the
contract supplier is not altered, by way of example, there may be no need to obtain the prior
approvals. In contrast, where the legal identity of the acquired contract supplier would occur as a
result of the change in ownership, CMS may want assurances that the new supplier will be able
to meet all obligations of the former supplier and will assume all of its liabilities under the
existing contract.

CMS could also borrow (as it has in the past) from the definition of “change of
ownership” in the provider context under 42 C.F.R. § 489.18(a). With respect to corporations,
by way of example, this regulation provides that:

The merger of the provider corporation into another corporation, or the
consolidation of two or more corporations, resulting in the creation of a
new corporation constitutes change of ownership. Transfer of corporate
stock or the merger of another corporation into the provider corporation
does not constitute change of ownership.?

DJO thus suggests adopting this definition in the proposed regulation. This would notify
contract suppliers of the types of transactions that would trigger the completion of a new Form

» 42 C.F.R. § 489.18(a)(3).
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CMS-855S, as well as the change that would trigger the examination by CMS that a contract
supplier can continue to meet the obligations under the existing contract.

In addition, DJO believes that there is no reason to depart from the existing 30-day post-
change timeframe provided for suppliers to alert CMS as to changes of information, ownership
or control. The current regulations do not require notice to CMS until after the change has
occurred, and there is no reason why prior notice would be needed in this context. CMS recently
re-affirmed this approach in newly finalized supplier enrollment regulations. Under 42 C.F.R.

§ 424.530, DMEPOS suppliers are required to report changes of information and changes of
ownership or control within 30 days of their occurrence.

DJO thus suggests the following revisions to 414.422(d)(1): “A contract supplier must
notify CMS in writing within 30 days of any change of ownership (as such term is defined in
section 489.18(a)) that would trigger completion of an entire new Form CMS-855S.”

VL SET PAYMENT AMOUNTS SO THAT THEY REASONABLY REFLECT
ACTUAL BIDS

[Determining Single Payment Amounts for Individual Items]

CMS’s proposed methodology for setting competitive bidding payment amounts may not
reasonably reflect actual bid amounts. Under proposed 42 C.F.R. § 414.416, CMS would use
the median of winning suppliers’ bids as the payment amount. This approach will by its nature
result in a rate that is lower than the bid prices of half of the winning bidders. Many suppliers,
including DJO, fear that they will not be able to continue to provide products to beneficiaries in
the CBAs if the established rates are far below their bid prices. In order to raise the chances that
they will be selected to participate in competitive bidding, suppliers are likely to submit bids at
or near their margins. Thus, if CMS sets the payment rates at the median of winning bidders’ bid
prices, up to half of the winning bidders may consider these rates unacceptable and may not be
able to continue to provide products to beneficiaries in those areas.

There are alternative approaches open to CMS that would lead to reasonable payment
rates. These include the adjustment factor approach that was used in the demonstration projects,
which is discussed in the preamble to the proposed regulations.?* DJO urges CMS to adopt a
methodology that ensures that contract suppliers are not being reimbursed at payment rates
below their bid amounts on an overall basis. Contract suppliers should receive payment amounts
that are at least as much as their bid prices. Suppliers may be less likely to leave the Medicare
program if there is some assurance that payment rates will be sufficient.”> DJO thus
recommends that the median approach not be finalized and that an alternative approach resulting
in reasonable payment rates be adopted.

VII. RETAIN COMPETITIVE BIDDING PAYMENT AMOUNTS THROUGHOUT

H See 71 Fed. Reg. at 25679-80.

» DJO also suggests that CMS consider re-competing a product category in a CBA if a contract supplier with

significant capacity exits the program mid-cycle.
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BIDDING CYCLE WHEN MULTIPLE HCPCS CODES ARE MERGED INTO A
SINGLE CODE

[Gap-filling]

CMS proposes special payment rules in 42 C.F.R. § 414.426 for competitively bid
HCPCS codes that are revised in the middle of a competitive bidding cycle. The Company
believes that, for the most part, these proposed rules strike the right balance. However, revision
is needed for the proposal addressing the situation in which multiple codes describing similar
products are combined into a single code. DJO asks that, in such situations, CMS maintain the
status quo for until the contract ends to avoid significant decreases in payment rates that would
upset suppliers’ expectations as to the amounts they will receive for furnishing items to
beneficiaries in the CBAs.

CMS proposes to calculate rates differently based on the nature of the coding change, so
that: '

. If a single code is split into multiple codes, the supplier would be paid the
payment amount for the former code.?® Therefore, the split into new codes would
not impact payment. During the subsequent bidding cycle, suppliers would bid on
the new separate and distinct codes.

. For codes for several components that are merged into a single new code, the
payment policy would differ depending on whether the former codes described
(a) components of a single product or (b) multiple products. If the former codes
described components of a single product (scenario (a)), the supplier would be
paid a rate equal to the total of the payment amounts under the former codes. If
the former codes described multiple products (scenario (b)), the new payment
amount would be the average (arithmetic mean) of the former payment amounts
weighted by the frequency of payments for the former separate codes. For each
of the two scenarios, during the subsequent bidding cycle, suppliers will bid on
the new single code.”’

DJO asks CMS not to finalize scenario (b) in the second point above. This formula could
result in significantly different pricing for a product or products in the middle of a bidding cycle.
Using the new code would up-end suppliers’ expectations as to the payment that they would
receive for furnishing products to beneficiaries in the CBA. It could also result in unfair
payment changes mid-cycle that would be a disincentive to supplier participation. More
significantly, adopting this proposal could cause contract suppliers to exit the program mid-
cycle—which, in turn, could result in product supply issues for beneficiaries in the CBAs. If
CMS decides to adopt this proposal despite these concerns, the agency should clarify how the

* This applies both to the circumstance in which the former code was for a single product and is split into

codes for its components and that in which the former code was for two or more similar products and is
split up.

n See 71 Fed. Reg. at 25688-89.
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weighting would occur (for instance, whether CMS would review payments for all suppliers in
all jurisdictions or only contract suppliers in CBAs).

DJO thus suggests that, where multiple codes for similar items are merged to a single
new code, CMS continue to use the former codes and payment rates for the remainder of the
bidding cycle. The proposal in 42 C.F.R. § 414.426(d) would need to be revised as follows: “If
multiple codes for similar items are merged into a single code, the codes that were competitively
bid and the established payment amounts for those codes, with any adjustments provided under
$ 414.408(b), will remain in effect for the remainder of the competitive bidding program.”

VIII. REFRAIN FROM CREATING AN “ANY WILLING PROVIDER” MODEL IF
CMS USES COMPETITIVE BIDDING RATES TO ADJUST PAYMENT
AMOUNTS IN NON-COMPETITIVE BIDDING AREAS

[Payment Basis]

In 2009 or subsequent years, CMS proposes to use its statutory authority to adjust
payment in other areas based on payment information determined under the competitive bidding
program. CMS should implement this authority carefully. DJO asks that CMS provide industry
stakeholders another opportunity to comment on how to implement this provision at a later date
once CMS develops a particular proposal.

DJO fears that CMS may use this authority in a manner that would move the Part B
DMEPOS benefit toward a de facto “any willing provider” model in which competitive bidding
rates are used nationwide and any supplier that is able to provide services may do so (for
reimbursement at those rates). Congress did not intend for competitive bidding to result in such
amodel. Because competitive bidding rates will be based on bid amounts that are calculated
using an assumed increase in volume, suppliers’ expectations are different than for non-
competitive biding areas. The expectation is that there will be few suppliers in each CBA for
competitively bid products and, accordingly, that the winning suppliers can offer lower prices
because these prices will be offset by the higher volume of products they will furnish. In non-
competitive bidding areas, this increase in volume would not necessarily exist to balance out
decline in payment rates. Thus, competitive bidding payment rates do not translate to other areas
and should not be applied there. DJO asks CMS to take this into account if it uses competitive
bidding rates to set fee schedule amounts. ’

IX. DO NOT FINALIZE THE PROPOSED REBATE PROGRAM
[Determining Single Payment Amounts For Individual Items]

CMS proposes to permit contract suppliers that submitted bids for an item below the
competitive bidding payment amount to provide voluntary rebates to beneficiaries. This rebate
would be the difference between the supplier’s bid amount and the competitive bidding payment
amount for the product. As was evident based on the many PAOC committee members and
industry representatives who objected to this proposal at the PAOC meeting, the industry is
vehemently opposed to this proposal. DJO shares their concerns that this proposal implicates
and may violate the Federal Anti-Kickback Statute (the “AKS”) and, for that reason, strongly

DC\876267.8




Centers for Medicare & Medicaid Services
June 29, 2006
Page 19

LATHAMaWATKINSwe

urges that proposed 42 C.F.R. § 414.416(c), which describes the rebate program, not be
finalized.

The AKS is a criminal prohibition that provides punishment for any person who
“knowingly and willfully offers or pays any remuneration (including any kickback, bribe, or
rebate) directly or indirectly, overtly or covertly, in cash or in kind to any person to induce such
person ... to purchase, lease, order, or arrange for or recommend purchasing, leasing, or ordering
any good, facility, service, or item for which payment may be made in whole or in part under a
Federal health care program.”*® Rebates intended to induce beneficiaries to purchase a particular
Medicare-covered item are generally prohibited under the AKS. DJO is concerned that adoption
- of the rebate program would generate significant confusion in the industry as to what is
permissible under the AKS and what continues to be prohibited. DJO asks that the proposed
regulation be deleted.

X. PROTECT EXISTING APPEAL RIGHTS
[Administrative or Judicial Review]

Under proposed 42 C.F.R. § 414.424, CMS prohibits appeals on most decisions made
regarding competitive bidding, in line with the relevant statutory provision. For instance,
decisions as to which suppliers are awarded contracts, the payment amounts established, and
selection of items to be competitively bid are all not appealable.”® DJO is concerned, however,
that, as written, the proposed regulation does not make clear that existing rights of beneficiaries
and suppliers to appeal denied claims are preserved.

In the preamble to the proposed regulations, CMS acknowledges that existing rights are
undisturbed by competitive bidding. DJO requests that this be explicitly stated in the regulation
itself so that appeal rights are safeguarded. This could be accomplished by adding the following
subsection (c) to 414.424: “All existing rights to appeal individual claims are unaffected by this
provision.” DJO also believes that the statement in the regulation that “[a] denied claim is not
appealable if CMS determines that a competitively bid item was furnished in a competitive
bidding area in a manner not authorized by this subpart” is vague as written and could benefit
from clarification (or should be removed).

8 42 U.S.C. § 1320a-7b(b)(2).
» 71 Fed. Reg. at 25682.
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XI.  REVISE THE PROPOSED GAP-FILLING METHODOLOGY REPLACEMENT
TO FOLLOW STATUTORILY-REQUIRED PROCEDURES & ENSURE FAIR
PRICING

[Gap-filling]
[Gap-filling]

DJO applauds CMS for its recognition of the inherent flaws in the current gap-filling
methodology and the agency’s decision to replace the current formula with a new methodology
that reflects the true prices for new technology. Portions of the proposal in 42 C.F.R. §
414.210(g), however, are so vague as to be unworkable. In addition, the effort to use a
functional technology assessment without any procedural safeguards impermissibly circumvents
CMS’s IR authority. This is particularly troubling given that the IR regulations only recently
became final and already are being treated as obsolete. It is essential that any formula adopted
here be grounded in both substantive and procedural safeguards and follow a transparent process
for establishing reasonable, appropriate fee schedule rates for non-competitively bid products.

At the outset, DJO notes that many in the industry have urged CMS to devote
considerable attention to this new regulation and specifically have requested that it be considered
separate and apart from the proposed regulations for competitive bidding. DJO reiterates this
request here, and asks that CMS postpone publication of a final rule to provide time for suppliers
to submit additional comments and/or meet with the agency to discuss alternatives. The
additional time is needed to give due consideration in separate comments. By including the
proposal in the context of the competitive bidding rulemaking—a rule that CMS officials have
publicly recognized is only tangentially related to gap-filling—CMS has created needless timing
conflicts. Given the resources that need to be expended to comment fully on the competitive
bidding rule, suppliers (and CMS, for that matter, since the same individuals are responsible for
both competitive bidding and gap-filling) are being pressed to stretch those limited resources.
Both rules are simply too important to risk presentation of rushed comments (and/or rushed
review of those comments). DJO, therefore, requests an additional period of 60 days to comment
on the gap-filling methodology.

In the absence of additional time, and to meet the current time line, DJO submits the
following comments concerning the proposal. :

Substantive Criteria

Under the gap-filling proposal, where a new HCPCS code is created and no price
information is available from the base period, the fee schedule amount for the code would be
calculated by taking into account one or more of the following three data sources: (1) median
retail prices (from supplier price lists, manufacturer suggested retail prices, or wholesale prices,
plus an appropriate mark-up), (2) existing fee schedule amounts for comparable codes, and/or
(3) results of a functional technology assessment (“FTA”) of products in the new code. DJO
supports the move away from the current gap-filling methodology because it relies on deflation
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factors that often result in drastic under-compensation for new products.>® DJO believes,
however, that the proposed criteria lack specificity sufficient to inform stakeholders as to the
formula to be used.

A lack of specificity without proper safeguards offers the public inadequate notice of how
the formula would be used. Two examples are illustrative: First, the proposal suggests that
pricing for comparable codes could be used as a proxy for the rates applicable for the new code.
How would CMS determine which codes are “comparable”? Would significant functional and
clinical differences in the products categorized in these codes be considered? How would CMS
account for and quantify these differences?

Second, CMS proposes to use median retail prices to set pricing. How will CMS identify
retail prices and how will the agency wei ght the prices? Regardless of the source for the prices,
DJO suggests that CMS use a weighted median so that pricing by outlier suppliers that do not
provide a significant volume of items to the Medicare program is not given undue importance in
setting pricing.

As to the FTA, the notice states that there were three main areas studied in the FTA
conducted in CMS’s pilot study: (1) Functional Assessment, which evaluated the device’s
operations, safety and user documentation relative to the Medicare population; (2) Price
Comparison Analysis, which involved a cost analysis comparing the product to similar products
or alternative treatment modalities; and (3) Medical Benefit Assessment, which focused on the
effectiveness of the product using scientific literature and interviews of providers to determine if
the product does what it purports to do. Not only is this vague explanation insufficient
information for meaningful comments, the FTA analysis oversteps congressional mandates on
when the agency can adjust fee schedule amounts and identify alternative “realistic and
equitable” amounts. It is improper for CMS to cast aside Congress’s grant of IR authority.
Further, CMS should not resort to incorporating a coverage analysis to establish pricing. Here,
as well, Congress has proscribed how to evaluate coverage. Simply, CMS cannot exercise
powers that contradict Congress’s specific language in specific statutory grants of authority.”!

Pricing should be established using objective criteria that can be applied to all products in
the same way. A transparent formula, capable of being reproduced for all products must be used.
One approach might be to develop an algorithm with a sequential analysis. The FTA should be
discarded all together as inappropriate and already addressed through CMS’s IR authority.

30 Gap-filling uses current pricing information, which is then deflated back to a base period to be in line with

statutory payment methodology for DME and then inflated based on statutorily-prescribed update factors.
CMS has traditionally used the percentage increase in the CPI-U to deflate current pricing—which can be
an inappropriate deflationary factor if it is not in line with price increases (or lack thereof) over time in the
industry.

See, e.g., Chevron, US.A., Inc. v. Natural Resources Defense Council, Inc., 467 U.S. 837, 842-3 (1984)
(holding that “[i]f the intent of Congress is clear, that is the end of the matter; for the court, as well as the
agency, must give effect to the unambiguously expressed intent of Congress™); see also United States v.
Haggar Apparel Co., 526 U.S. 380, 393 (1999) (confirming that “rules as to instances not covered by the
statute should be parallel, to the extent possible, with the specific cases Congress did address™).

3t
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Procedural Requirements

In addition to the substantive revisions that are needed, CMS’s proposal to use an FTA
also suffers from a complete lack of procedural safeguards to ensure that appropriate pricing
results. Even though this proposal seeks to achieve the results of a coverage a coverage and IR
analysis, it fails completely to offer any of the procedural safeguards of these latter processes.
Particularly where, as here, CMS is moving away from its current objective gap-filling
methodology to a vague, subjective set of criteria, procedural safeguards are even more critically
needed.

As CMS describes in the preamble to the proposed regulations, the two FTAs that have
previously been undertaken in its pilot study (the results of which have not been shared with
stakeholders) involved evaluation of the device’s safety and effectiveness in improving clinical
outcomes. Both of these elements are considered in determining whether an item meets the
Medicare statute’s “reasonable and necessary” standard and will be covered under the Medicare
program.*? It is significant that over the years the coverage process has become more open. To
that end, Congress recently mandated that CMS follow a defined process for making NCDs,
including providing an opportunity to appeal the decisions.*® There is now a fulsome a&peals
process available for aggrieved parties who believe an NCD provision is unreasonable.>* Similar
processes are available for challenges to local coverage determinations.>* CMS must not and
may not circumvent these procedural requirements by folding a coverage decision into the
payment calculation process.

Perhaps most importantly, payment adjustments like those being proposed here are
statutorily required to undergo a notice and comment process as well. Under the IR provisions,
CMS must analyze a variety of factors and adjust pricing for an item or service upon a
determination that the otherwise applicable payment amount is grossly excessive or grossly
deficient, which is defined by its own regulations to include a threshold variance of fifteen

32 42 U.S.C. § 1395y(a)(1)(A); see also Medicare Benefit Policy Manual (CMS Pub. 100-02), Chapt. 15,

§ 110.1 (stating that the necessity of equipment is determined based on “when it can be expected to make a
meaningful contribution to the treatment of the patient's illness or injury or to the improvement of his or her
malformed body member” and that reasonableness is determined based on considerations such as whether
the expense of the equipment would not be clearly disproportionate to the therapeutic benefits that could
ordinarily be derived from it).

3 Congress revised the Medicare statute to require CMS to issue a proposed decision on a request for an

NCD within 6 months of the request for coverage (9 months for requests that require outside technology
assessments or Medicare Coverage Advisory Committee deliberation). There is to be a 30-day public
comment period from the date of release of the proposed decision and CMS is required to publish a final
decision (including responses to comments received) within 60 days of the conclusion of this comment
period. See 42 U.S.C. § 1395y(1).

NCDs can be reviewed by the HHS Departmental Appeals Board (“DAB”). To determine whether the
NCD was reasonable, the DAB will review the record, may permit discovery and taking of evidence if it is
lacking information, and may consult with scientific and clinical experts. See 42 USC § 1395ff(f)(1).

See Medicare Program Integrity Manual (CMS Pub. 100-08), Chapt. 13, § 13.13.
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percent.”® Once CMS has determined that a payment amount is grossly excessive or deficient, it
may establish a payment amount only by considering certain factors, including pricing
information and the resources required to produce the products. There is no reason to use an
FTA when the robust IR authority exists. Significantly, CMS may not use its IR authority
without first following the required procedural steps:

For payment adjustments of 15%, CMS must provide notice and opportunity to comment by
publishing the proposed and finalized payment adjustment in the Federal Register.

For payment adjustments of greater than 15% in a single year, more rigorous reviews and
procedures are to be undertaken. As to the procedures, CMS must consult with supplier
representatives from the industry likely to be affected by the payment change. Notice of
the proposed determination must also be published in the Federal Register, with a 60-day
public comment period. The Federal Register Notice with the proposed determination
must contain an explanation of the factors and data considered in determining that the
payment amount is grossly excessive or deficient, list the proposed payment amount, and
describe the factors and data used to set this adjusted rate. CMS is to consider any
comments submitted prior to publication of a final determination, and discussion
responsive to these comments is to be included in the Federal Register Notice announcing
the finalized payment determination.’’

Here, CMS would give itself authority to use the results of an FTA qaf any time to adjust
previously-established prices and without identifying any standards. The agency would need
only to determine that the pricing methods that were used resulted in payment amounts that do
not reflect the cost of furnishing the product. This aspect of the regulation directly conflicts with
and circumvents CMS’s IR authority, and DJO strongly opposes finalization of this proposal.
FTAs should not be used to determine pricing,

% IR authority is implicated only where the overall payment adjustment needed to produce a realistic and

equitable payment amount is 15% or more. CMS can make an adjustment of less than 15% in a given year
under its IR authority, provided that it has been determined that an overall adjustment of 15% or more is
warranted. See 42 C.F.R. § 405.502(g); 70 Fed. Reg. 73623, 73626 (Dec. 13, 2005).

3 42 USC § 1395u(b)(8)-(9); 42 C.F.R. § 405.502(g)-(h).
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Thank you for your considerable efforts to date in implementing the program and for
considering DJO’s comments regarding the proposed regulations. Should you have any
questions or comments, we can be reached at (202) 637-2200.

Truly yours,

LI~

tuart S. Kurlander
Esther R. Scherb
Of LATHAM & WATKINS LLP

Cc:  DJO Corporation
Rebecca L. Spain, Latham & Watkins LLP
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Mark B. McClellan, M.D., Ph.D.
Administrator
Centers for Medicare & Medicaid Services
Department of Health & Human Services
Room 445—G
Hubert H. Humphrey Building
200 Independence Avenue, S.W.
Washington, D.C. 20201

Re:  Comments Regarding CMS—1270—P: “Medicare Program; Competitive
Acquisition for Certain Durable Medical Equipment, Prosthetics, Orthotics and
Supplies (DMEPOS) and Other Issues”

Dear Administrator McClellan:

On behalf of our client, DJO Incorporated (“DJO” or the “Company”), we submit these
comments on the above-referenced proposed regulations, which implement the Medicare Part B
DMEPOS Competitive Bidding Program and revise the gap-filling payment methodology used
to set fee schedule rates for new codes for DMEPOS items and services.! As the world’s largest
manufacturer of orthotics, as well as a large Medicare supplier of orthotic products and
manufactured bone growth stimulators, DJO expects to continue its participation in the Medicare
program after the launch of competitive bidding. For this reason, the Company appreciates the
opportunity to provide comments to the Centers for Medicare and Medicaid Services (“CMS”) as
to the impact of these proposals on the Company and the continued access to orthotics and the
DME industries generally.

The competitive bidding program will radically change how Medicare pays for DMEPQS
items used by beneficiaries in the home. Payment rates that previously were set based on fee
schedule amounts will instead be determined by bid amounts submitted by DMEPOS suppliers
for competitive bidding areas. The success of this program depends on the ability of suppliers to
submit accurate bids for products (and on CMS’s ability to evaluate them appropriately and
fulsomely). Of paramount concern to DJO is CMS’s ability to accurately and appropriately
evaluate the bid submissions for orthotic products. With the vast number of orthotic products

! 71 Fed. Reg. 25654 (May 1, 2006).
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and the large number of HCPCS codes describing these products, there is tremendous variability
in the industry as to which products belong in which codes. Without more clarity in this area,
suppliers will have difficulty determining appropriate products and bids for each HCPCS code
and, as a result, the bid submission process (as well as CMS’s evaluation process) will be
extremely difficult, if not impossible. The resulting competitive bid payment amounts are likely
to be irrational. DJO asks CMS to avoid premature inclusion of orthotic products in the
competitive bidding program until such time as a satisfactory resolution can been devised. In
addition, DJO has serious concerns with the proposed expansion of the statutory definition of
off-the-shelf (“OTS”) orthotics—which are the only orthotic products that may be competitively
bid. The agency should and must hew to the line already drawn by Congress regarding which
products are to be included.

DJO’s concerns with the proposed regulations cover a number of areas:>

Criteria for Item Selection

Submission of Bids Under the Competitive Bidding Program
Conditions for Awarding Contracts

Determining Single Payment Amounts for Individual Items
Terms of Contract

Physician Authorization/Treating Practitioner

Payment Basis

Gap-filling

Administrative or Judicial Review

Summary of Comments

If CMS decides to move forward with competitive bidding for orthotic products, DJO
recommends that the following measures be taken:

€} Define OTS Orthotics As Required By the Medicare Statute: DJO strenuously disagrees
with CMS’s proposed definition of OTS orthotics for competitive bidding. The proposed
interpretation would broaden impermissibly the statutory definition of OTS orthotics to
include all orthotics that do not require assistance of a certified orthotist. This proposal is
an impermissible departure from congressional language. Perhaps more critically, the
proposal directly conflicts with the existing Federal definition of “qualified practitioners”
who possess expertise to furnish certain orthotics to Medicare beneficiaries. This over-
broad definition, therefore, must not be finalized. DJO seeks inclusion of the statutory
definition in the regulation. The Company also urges CMS to consult with the orthotic
industry to determine which HCPCS codes describe OTS orthotics and, of those, which
should be included in the initial phase of the program. :

) Ensure Participation of Suppliers With Sufficient Capacity Regardless of Physical

These are the subject headings that CMS requested commenters use to flag issues for the agency. Each of
these subjects is noted as a heading in bold language and bracketed immediately preceding the relevant

discussion. Please note that some subjects are addressed multiple times in this comment letter.

DC\876267.8




Centers for Medicare & Medicald Services
June 29, 2006
Page 3

LATHAM&WATKINSue

Location in the Service Area: DJO strongly supports CMS’s proposal to allow suppliers
to participate even if they do not necessarily have a separate physical location in a
competitive bidding area (“CBA”), provided that they (a) offer services in the geographic
area and (b) have a demonstrated ability to do so. CMS appropriately recognizes that
more meaningful indicia than physical location should be determinative of capacity to
serve a particular CBA.

3) Categorize Competitively Bid Products Using Existing SADMERC Policy Groups and
Use Sub-Groupings for Bidding Purposes: Under CMS’s proposal, bidding for products
would be conducted based on groupings of products into “product categories” and a
supplier would need to submit a separate bid for each HCPCS code within a given
category. DJO believes that there is no need to “re-invent the wheel” and existing
Statistical Analysis Durable Medical Equipment Regional Carrier (“SADMERC”) policy
groups should be considered. A few of the SADMERC policy groups for orthotics
correspond to existing medical policies, with meaningful relationships among grouped
codes, while others group codes according to the body part treated. Suppliers who
specialize in serving beneficiaries with certain medical conditions (e.g.. patients who
need a knee orthosis, but not a spinal orthosis) may continue to do so. If broader
categories are used, suppliers with specialization for particular parts of the body will not
be able to offer competitively bid items and services.

Even if CMS were to use the SADMERC policy groups for orthotics, it would be
difficult, if not impossible, to provide a bid amount for each HCPCS code. Most
suppliers are unlikely to have a product for each code. In addition, as mentioned above,
there is considerable uncertainty as to the appropriate HCPCS code for individual
products, and this will make it nearly impossible for suppliers to submit bids on a code-
by-code basis. If CMS includes OTS orthotics in the initial phase of competitive bidding,
DJO recommends sub-groupings for which a single bid amount could be offered. This
recommended methodology is described in further detail below.

(4)  Ensure the Integrity of Bid Evaluations by Requiring Uniform Financial Standards &
Accreditation, Allowing for an Extended Grace Period Jfor Orthotics Suppliers: CMS
must take steps to safeguard the integrity of the bid evaluation process so that payment

- rates are realistic. Such steps should include publishing final quality and financial
standards that must be met regardless of the size or type of organization. DJO applauds
CMS for its recognition that, in the initial phase of competitive bidding, a grace period is
needed so that suppliers can come into compliance with the quality standards. An
extended grace period is particularly essential for industries such as orthotics in which
accreditation is not currently the norm.

(5)  Recognize That Suppliers Are Only Equipped to Provide Items From Their Own
Inventories: DJO asks that CMS revise two of its proposals so that they address practical
realities and limitations of the DMEPOS industry. First, proposed 42 C.F.R.

§ 414.422(c) places the onus for repairing and maintaining items previously furnished by
non-contract suppliers on contract suppliers. This provision should not be adopted. In
most instances suppliers are not equipped to handle such work for products not in their
inventories. This is particularly the case for manufacturer/suppliers that typically only or
predominantly sell the products they make. Second, proposed 42 C.F.R. § 414.420
would require contract suppliers to make a reasonable effort to furnish a particular brand
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or mode of delivery of an item, as prescribed by the physician or treating practitioner.
This provision should be revised so that contract suppliers do not need to offer the item if
it is not in their inventory.

(6)  Revise Change in Ownership Rules So That T hey Are Consistent With Existing
Requirements For DMEPOS Suppliers: Proposed 42 C.F.R. § 414.422(d) would limit a
contract supplier’s ability to continue to participate in competitive bidding upon a change
in ownership. Among other things, approvals are required. This provision should be
revised to allow the supplier to continue to participate in the program, provided that the
legal entity enrolled in the Medicare program does not change (e.g., there has been only a
change in stock or other equitable ownership). Furthermore, the timeframe for the notice
requirement should conform to the existing regulation governing supplier notice of
changes in ownership.

@) Set Payment Amounts So That T, hey Reasonably Reflect Actual Bids: CMS proposes to
use the median of the winning bids (i.e., those at or below the pivotal bid) to set the
competitive bidding payment amount for each product. This may force contract suppliers
either to furnish products at prices far below their submitted bids or to exit the Medicare
program. DJO asks CMS to adopt a payment methodology for competitive bidding that
does not artificially depress rates below the bid prices of a substantial number of the
winning bidders. The Company asks that the methodology used in the competitive
bidding demonstration projects, which was an alternative proposal discussed in the
preamble to the proposed regulations, be adopted instead.

(8) Retain Competitive Bidding Payment Amounts Throughout A Bidding Cycle When
Multiple HCPCS Codes Are Merged Into a Single Code: CMS proposes special
payment rules to be used when HCPCS codes are revised in the middle of a competitive
bidding cycle. DJO generally supports the proposed rules, with one exception. The
Company believes that, where multiple codes describing similar products are combined
into a single code, the prior codes and their competitive bid payment amounts should
continue to be used until the end of the current contract. This would maintain stability in
pricing for the products in the CBAs and not upset suppliers’ expectations. The payment
rates for a given product should not change in the midst of a contract.

(9)  Refrain From Creating An “Any Willing Provider” Model If CMS Uses Competitive
Bidding Rates to Adjust Payment Amounts in Non-competitive Bidding Areas: DJO
asks that CMS proceed cautiously in implementing its authority beginning in 2009 to
adjust payment in non-competitive bidding areas based on payment information
determined under the competitive bidding program. This authority could result in a de
Jacto “any willing provider” model, in which competitive bidding rates are used
nationwide and any supplier that is able to provide services may do so (for
reimbursement at those rates). Competitive bidding rates are set with the expectation of a
significant increase in volume to offset lower prices. This will not exist in non-
competitive bidding areas.

(10) Do Not Finalize the Proposed Rebate Program: DJO objects to CMS’s proposal to
allow suppliers to give rebates to beneficiaries for products provided through the
competitive bidding program. This ill-advised proposal implicates and may run afoul of
the Federal Anti-Kickback Statute and blurs the line between permissible and
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impermissible rebates.

(11)  Protect Existing Medicare Appeal Rights: Existing rights of beneficiaries and suppliers
to appeal denied claims should not be affected by competitive bidding. DJO requests that
proposed 42 C.F.R. § 414.424 be revised to clarify that the prohibition on appealing
certain determinations made in the course of conducting the competitive bidding program
in no way circumscribes or otherwise affects existing appeal rights.

(12)  Revise the Proposed Gap-Filling Replacement to Follow Statutorily-Required
' Procedures & Ensure Fair Pric ing: CMS’s proposal in 42 C.F.R. § 414.210(g) to
jettison the current gap-filling methodology for new DMEPOS items in favor of
consideration of a variety of pricing data sources must not be adopted without significant
revisions. As written, the proposed regulation is vague and impermissibly circumvents
the procedural and substantive requirements to be used in any exercise of CMS’s inherent
reasonableness (“IR”) authority. It is essential that any formula adopted here follow a
transparent process for establishing reasonable, appropriate fee schedule rates for non-
competitively bid products. DJO believes that this new regulation deserves considerable
attention that it likely will not receive because it has been appended to the proposed
regulations for competitive bidding. DJO therefore asks that CMS postpone publication
of a final regulation on this topic to provide time for suppliers to submit additional
comments and/or to meet with the agency to discuss alternatives.

Finally, as to appropriate 2007 and 2008 payment updates for Class III devices paid
under the DMEPOS fee schedule, DJO asks that CMS consider the comments of the Electrical
Bone Growth Stimulators (“EBGS”) Coalition, which are provided under separate cover. These
comments urge the agency to adopt a specific fee schedule payment update for Class III devices
based upon factors unique to Class III devices, and to provide a full CPI-U payment update for
both years.

I. DEFINE OTS ORTHOTICS AS REQUIRED BY THE MEDICARE STATUTE
[Criteria For Item Selection]

Under the Medicare statute, OTS orthotics are among the categories of DMEPQS
products that may be competitively bid.> CMS proposes to broaden the statutory definition of
OTS orthotics to include all orthotics that do not require assistance of a certified orthotist. This
is an impermissible departure from the definition prescribed by Congress. Not only that, the
proposed definition directly conflicts with an existing statutory payment provision that defines
the types of practitioners who are qualified to furnish certain orthotics to Medicare beneficiaries.
DJO strenuously objects to CMS’s proposal to put in place a sweeping interpretation of the
statutory definition of OTS orthotics. We submit that CMS may not adopt an interpretation that
goes well beyond the statutory language and certainly may not do so in a manner that contradicts
existing statutory requirements regarding practitioner qualifications. There are practical
concerns with the proposed definition as well. Rather than bringing clarity to which orthotics are
considered off-the-shelf, the proposal would inject an additional layer of uncertainty by tying the
definition to an amorphous standard (i.e., necessary involvement of a certified orthotist).

3 42 US.C. § 1395w-3(a)(2)(C).
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DJO asks rather that the statutory definition be imported into the regulation, as written,
and that CMS work with industry stakeholders including the National Orthotics Manufacturers
Assocation (NOMA) to determine which HCPCS codes describe OTS products (and, of those,
which should be included in the initial phases of competitive bidding).

CMS May Not Contravene Existing Medicare Requirements Regarding Qualified
Practitioners

The Medicare statute defines OTS orthotics as those that “require minimal self-
adjustment for appropriate use and do not require expertise in trimming, bending, molding, -
assembling, or customizing to fit to the individual”® The proposed regulatory language at 42
C.F.R § 414.402 mirrors that language. Yet, CMS takes this definition multiple steps further in
its discussions in the preamble. There, the agency states that the sole reference point for the
definition is whether needed adjustments would require the expertise of an orthotist. CMS
suggests that OTS orthotics are those that:

(1) can be adjusted by a beneficiary, caretaker, or orthotic supplier without
the assistance of an orthotist certified by the American Board for
Certification in Orthotics and Prosthetics, Inc. (“ABC”) or the Board
for Orthotist/Prosthetist Certification (“BOC”); and

(2) do not require expertise in trimming, bending, molding, assembling, or
customizing to fit to the individual, which, CMS states, are activities
that can only be performed by certified orthotists.

DJO contends that CMS must revise the proposal explained in the preamble because it is
inconsistent with existing orthotics payment provisions in the Medicare statute. Indeed, the fact
that the proposal is not included in the regulation itself raises questions about the extent to which
the agency believes that the additional language is a permissible construction of the statute. Itis
problematic to hinge the definition of OTS orthotics on involvement of a certified orthotist
because the Medicare statute already identifies a more expansive list of practitioners who are
qualified to furnish certain custom-fabricated orthotic products to beneficiaries. Of note, this
provision includes physicians and qualified physical and occupational therapists as qualified
practitioners as well. CMS may not cherry-pick certain types of practitioners with expertise to
provide orthotics fitting and adjustment services to beneficiaries. The move to exclude these
practitioners is particularly troublesome given that the agency has not yet promulgated
regulations to implement the existing statutory language (as was explicitly required by
Congress).

By way of background, the Medicare statute contains special payment rules for certain
custom-fabricated orthotics, which include a definition of “qualified practitioners” that possess

4 See 42 U.S.C. § 1395w-3(a)(2)(C).
5 71 Fed. Reg. at 25669-70.
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expertise to furnish such products to beneficiaries (the “BIPA provision”).® Under the BIPA
provision, Medicare payment for an item on a list of certain custom-fabricated orthotics is only
to be made if it is (1) furnished by a qualified practitioner; and (2) fabricated by a qualified
practitioner or a qualified supplier at a facility that meets such criteria as the HHS Secretary
determines appropriate.’ “Qualified practitioner” is defined to include physicians, qualified
physical and occupational therapists, licensed orthotists (in states requiring orthotist licensure),
and other individuals who are specially trained or educated in the area and certified by ABC,
BOC or other approved credentialing programs (in states without orthotist licensure
requirements).®

As mentioned above, the BIPA provision has yet to be implemented through regulation,
as Congress required. However, the statute itself specifies the types of individuals that Congress
believes possess the skills and experience needed to provide certain custom-fabricated orthotics
to beneficiaries. This definition may not be ignored. A fundamental canon of statutory
interpretation provides that “effect must be given, if possible, to every word, clause and sentence
of a statute,” and that “[a] statute should be construed so that effect is given to all its provisions,
so that no part will be inoperative or superfluous, void or insignificant.” The BIPA provision
clearly acknowledges that more classes of practitioners than only ABC- and BOC-certified
orthotists possess expertise to trim, bend, mold, assemble, or customize certain orthotics to fit
them to an individual. The list of products to which BIPA applies has yet to be determined, but
the statute requires that it consist of a sub-ser of all custom-fabricated orthotics, which means
that it clearly excludes OTS orthotics. For CMS to include only ABC- and BOC-certified
orthotists as practitioners with the expertise to fit non-OTS orthotics ignores the other
practitioners that are congressionally-approved as having expertise to provide some custom-
fabricated orthotics. CMS may not read the words “physician,” “qualified physical therapist,”
and “qualified occupational therapist” out of the statute, and should not be circumventing
implementation of the BIPA provision in this manner to begin with. Limiting the definition of
OTS orthotics to those not requiring the expertise of an ABC- or BOC-certified orthotist directly
contravenes Congress’s definition of qualified practitioner and illogically treats their inclusion as

6 42 U.S.C. § 1395m(h)(1)(F) (as added by Section 427 of the Medicare, Medicaid and SCHIP Benefits
Improvement and Protection Act of 2000 (“BIPA”)).

The devices falling under the ambit of the special payment rules are to be identified by CMS in a published
list and are defined as that subset of custom-fabricated orthotics that are “individually fabricated for the
patient over a positive model of the patient.”

8 42 U.S.C. § 1395m(h)(1 XF)(iii).

NORMAN J. SINGER, STATUTES AND STATUTORY CONSTRUCTION , §46:06, 181-86 (6™ ed. 2000); See also

Washington Hosp. Center v. Bowen, 795 F.2d 139 (D.C. Cir. 1986) (concluding that, in order to fulfill “our

obligation to construe a statute so as ‘to give effect, if possible, to every word Congress uses,’” it must

strike down the Secretary’s regulation requiring hospitals to wait until completion of the cost year before

appealing prospective payment amounts to the Provider Reimbursement Review Board because the

regulation ignored the provision of the Medicare statute permitting such appeals prior to filing a cost

report). j
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surplusage. In short, borrowing or importing some, but not all, of the BIPA provision to define
OTS orthotics is ill-advised and impermissible.'®

CMS Is Bound By The Congressional Definition of OTS Orthotics

Not only does the proposed definition of OTS orthotics contravene the BIPA provision,
but also it exceeds the congressional mandate as to which products are to be included in
competitive bidding. Congress provided a specific and narrow definition of OTS orthotics that
may be competitively bid. The language clearly limits OTS orthotics to those that do not require
much, if any, adjustment in order to be used appropriately and that do not require fitting and
adjustment expertise in order to be fit to the patient. CMS’s proposed definition linking OTS
orthotics to the work of a certified orthotist would dramatically expand the list of products that
are considered OTS and that are subject to competitive bidding. Such an approach may also
result in quality of care issues for Medicare beneficiaries. This is because products furnished
through the competitive bidding process that require more than minimal self-adjustment may
result in a poor fit, product ineffectiveness or even potential injury.

CMS may not implement the OTS definition in a manner that exceeds the congressional
mandate, as would the proposal here. In the seminal case concerning agency interpretation of
congressional language, the U.S. Supreme Court held that “[1]f the intent of Congress is clear,
that is the end of the matter; for the court, as well as the agency, must give effect to the
unambiguously expressed intent of Congress.”!! In effect, CMS’s proposal discards the statutory
definition, replacing the task-related criteria (i.e., minimal self-adjustment for appropriate use
and no expertise in trimming, bending, molding, assembling, or customizing to fit to the
individual) with a wholly different benchmark for determining when a product ought to be
included in competitive bidding: the need for a certified orthotist’s involvement. This
benchmark differs from and is inconsistent with the statutory criteria, as evidenced by the fact
that it would result in a much more expansive list of orthotic products being competitively bid
than Congress intended. Indeed, a CMS official? speaking at the May 2006 Program Advisory
& Oversight Committee (“PAOC”) meeting even acknowledged that this proposal goes far
beyond that specified by Congress. :

An elementary canon of statutory interpretation provides that words in statutes are to be
accorded their “plain and obvious meaning” because “one must assume that the legislature knew

We note that, through the BIPA provision, Congress intended only to mandate involvement of qualified
practitioners for a small sub-set of custom-fabricated orthotics. What is important for this discussion of
competitive bidding regulations, however, is that the BIPA provision recognizes that such practitioners
have the experience to adjust and fit non-OTS orthotics. Thus, CMS may not define OTS products by
reference only to certified orthotists.

Chevron, U.S.A., Inc. v. Natural Resources Defense Council, Inc., 467 U S. 837, 842-3 (1984); see also
NORMAN J. SINGER, STATUTES AND STATUTORY CONSTRUCTION, § 46:01, 121-22 (6™ ed. 2000) (stating
that “[t]here is no safer nor better settled canon of interpretation that that when language is clear and
unambiguous it must be held to mean what it plainly expresses”).

Joel Kaiser, who presented on this topic at the PAOC meeting, commented that this proposed definition
goes beyond the definition in the Medicare statute.
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the plain and ordinary meanings of the words it chose to include in the statute.”'® The OTS
definition was heavily negotiated at the time that the MMA was enacted, and Congress chose
carefully the language it used. If Congress had intended that CMS use a broader definition, or
one that used the qualifications of individuals furnishing the products as a proxy, it surely would
have done so. Indeed, Congress used orthotist certification as a limiting requirement in the BIPA
provision, indicating that, when the legislature wants to use this indicator, it does so. CMS may
not go far beyond the statutory language in determining orthotic products that may be
competitively bid.

CMS’s Proposed Benchmark Is Impracticable

In addition to concerns that the proposed definition of OTS orthotics is not a reasonable
construction of the statutory language, there are practical concerns with the proposal. It all
together fails to bring clarity to which orthotics are considered off-the-shelf. In fact, DJO
believes that tying the definition to whether the involvement of a certified orthotist is needed
muddies the waters as to which products would be included. There is no Federal definition of
orthotists or their scope of practice. A limited number of states have orthotist licensure or
certification laws and, among those that do, the scope of practice varies considerably. Thus,
there is no resource—beyond anecdotal evidence through discussions with certified orthotists—
that CMS could use to understand what the proposed definition actually means. Involvement of

For these reasons, DJO believes that the proposed interpretation of OTS should not and
may not be finalized. DJO recommends that the regulation tracking closely to the statutory
language be finalized as written, but that the gloss added in the preamble not be used. If,
however, CMS does seek to enhance the definition, the agency must recognize all other
practitioners with expertise to provide orthotic products who are currently recognized under
Federal law. Under this alternate approach, any orthotic that requires the assistance of a
qualified practitioner (as defined under the BIPA provision) would not be considered OTS,

As to the codes to be included, DJO suggests that CMS consult with stakeholders,
including the National Orthotic Manufacturers Association (“NOMA™), to determine the
appropriate OTS orthotics codes. NOMA would be pleased to provide a list of OTS orthotics
codes to the agency for its consideration upon request.

NORMAN J. SINGER, STATUTES AND STATUTORY CONSTRUCTION , §46:01, 124 (6% ed. 2000). !
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IL. ENSURE PARTICIPATION OF SUPPLIERS WITH SUFFICIENT CAPACITY
REGARDLESS OF PHYSICAL LOCATION IN THE SERVICE AREA

[Submission of Bids Under the Competitive Bidding Program]

DJO believes that large capacity suppliers currently provide a significant volume of
DMEPOS items to beneficiaries and asserts that, unless they are included in competitive bidding,
there will be a shortage or total lack of certain competitively bid items in the CBAs. Many of
these large suppliers operate through central headquarters, yet offer services nation-wide. DJO
thus supports CMS’s proposal not to require that bidding suppliers be physically located in the
CBAs in which they submit bids.

As CMS recognizes, location is an imprecise measure as to whether a supplier would be
willing and able to serve Medicare beneficiaries in a given CBA." Further, CMS’s proposal
accords with longstanding Medicare supplier standards. Many large capacity suppliers,
including DJO, use a centralized operation (at which billing, patient contact, complaint and other
matters are addressed), with sales representatives operating in locations throughout the country.
Often, based on a prescription, orthotic products are shipped from the manufacturing plant or
headquarters of a supplier to a patient’s home or to a physician’s office, the location at which
they are provided to the patient. Under this longstanding physician’s office model, the supplier
does not maintain physical locations in all 50 states, but still ably serves locations across the
country.

Medicare has a longstanding policy of accommodating such organizational structures.
The Medicare statute provides that all suppliers furnishing medical equipment and supplies to
beneficiaries must obtain a supplier number, showing that they meet supplier standards. The
statute calls for CMS to create a supplier standard requiring the supplier to “maintain a physical
facility on an appropriate site.”!* Through Medicare Supplier Standard #7, CMS implements this
requirement and recognizes that some suppliers will be operating in various geographic areas but
that it can be organized using a centralized location.'® In addition, DJO believes that centralized
operations enable the Company to interact effectively and in a uniform manner with Medicare
contractors and to provide consistent, high quality services to Medicare beneficiaries.

In short, physical location is an inappropriate gauge for supplier interest and ability to
service a CBA. DJO supports the approach that CMS proposes to use, which combines review
of the supplier’s past business to beneficiaries in the CBA, with reference to the supplier’s

14 71 Fed. Reg. at 25672,
15 42 U.S.C. § 1395m(j).

See 42 C.F.R. § 424.57(c)X7). Supplier Standard #7 states that a supplier must certify that it: “Maintains a
physical facility on an appropriate site. The physical facility must contain space for storing business records
including the supplier’s delivery, maintenance, and beneficiary communication records. For purposes of
this standard, a post office box or commercial mailbox is not considered a physical facility. In the case of a
multi-site supplier, records may be maintained at a centralized location.”
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detailed business plan for expansion.'” These indicia will enable CMS to more accurately
measure supplier capacity than would an imprecise focus on the supplier’s physical location.
CMS proposes to collect this information through draft Form B (Bidding Sheet)—the form that
bidding suppliers would complete in submitting a bid for each product category in a CBA. On
this form, CMS solicits data regarding the total revenue collected by the supplier, the total
number of customers served in the CBA for the product category in the past year, and the
percentages of those numbers attributable to Medicare. This form also asks bidding suppliers to
describe their expansion plans for the CBA, if they plan to do so.'® DJO believes that this
approach is sound, accurate and should be finalized as written.

ml.  CATEGORIZE COMPETITIVELY BID PRODUCTS USING EXISTING
SADMERC POLICY GROUPS AND USE SUB-GROUPINGS FOR BIDDING
PURPOSES

[Submission of Bids Under the Competitive Bidding Program]

CMS proposes to conduct bidding for products grouped into “product categories,”
defined as groups of similar items used in the treatment of a related medical condition. Each
group would be comprised of items defined by HCPCS codes. To bid on a product, a supplier
would need to submit bids on the full spectrum of HCPCS codes contained in that product
category, with a separate bid amount for each HCPCS code. CMS also proposes that the
composition of the product categories may differ from one CBA to another, depending on
whether the agency believes it will be able to realize savings for a particular product in a
particular CBA. "

It makes sense for CMS to use the existing SADMERC policy groups as the product
categories for competitive bidding, rather than inventing new and broader categories. Some of
the SADMERC policy groups for orthotics classify HCPCS codes according to the medical
policy to which they belong, making them rational groupings from a clinical perspective. Other
policy groups for orthotics reflect different areas of the body for which the products may be
used. These groupings provide ready categories, with sound clinical bases and with which both
CMS and suppliers are familiar, for use in competitive bidding.

Even if the SADMERC policy groups are used, DJO believes that it will be incredibly
difficult from a practical perspective to implement competitive bidding for OTS orthotic
products unless the categories are narrowly described. There are a significant number of HCPCS
codes and considerable variation in the industry as to how the codes are interpreted. In addition,
most suppliers are unlikely to have a product for each code. DJO is among the largest, if not the
largest, suppliers of orthotic products in the U.S., and the Company believes that it might not
have a product that fits into each code in a policy group. DJO therefore suggests that CMS not
implement competitive bidding for orthotic products without also providing clarification of the

17 71 Fed. Reg. at 25676.

See http://www.cms.hhs.gov/PaperworkReductionActofl 995/PRAL/itemdetail.asp?filter Type=none&filter
m/DID=-99&sonBvDID=2&sortOrder=descending&itemID=CMSO63052.

i 71 Fed. Reg. at 25672-73.
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products to be bid under the codes selected. Unless this first step is undertaken, there would be
such drastic variability in the bidding that the entire process would be tainted.

DJO also recommends that each OTS product category be further divided into sub-
groupings. These sub-categories, or sub-groupings, could represent families of similar codes that
would be reflective of the multiple functionalities of the various products, as well as the
multitude of coding, coverage and reimbursement complexities necessary to support providing
products to beneficiaries in the CBA. For instance, a select, small number of knee brace codes
with products that perform the same clinical function could be grouped together. Rather than
submitting a separate bid for each HCPCS code within a product category, the supplier would
offer a single bid amount for the sub-grouping. Without such a mechanism, DJO is concerned
that most suppliers, even large capacity suppliers that operate on a national basis, might be
precluded from bidding.

To effect these changes, DJO asks that the applicable proposed regulations be revised as
follows:

L 42 C.F.R. § 414.412 should be revised so that subsection (c) reads (with
proposed language in italics): “Product categories include items that are used to treat a
related medical condition. The list of product categories, and the items included in each
product category that is included in a particular competitive bidding program, are
identified in the request for bids for that competitive bidding program and will
correspond to the policy groups of the Statistical Analysis Durable Medical Equipment
Regional Carrier, unless CMS determines that there is good cause to align items
differently for a particular competitive bidding program.”

1L 42 C.F.R. § 414.412 should be revised so that subsection (d) reads:
“Suppliers must submit a separate bid for every item included in each product category
that they are seeking to furnish under a competitive bidding program, unless CMS permits
a bid for a sub-category for bidding purposes.”

III.  ENSURE THE INTEGRITY OF BID EVALUATIONS BY REQUIRING
UNIFORM FINANCIAL STANDARDS & ACCREDITATION, ALLOWING FOR
AN EXTENDED GRACE PERIOD FOR ORTHOTICS SUPPLIERS

[Conditions For Awarding Contracts)

CMS must take steps to safeguard the integrity of the bid evaluation process so that
payment rates are realistic. DJO strongly supports CMS’s proposal to require suppliers to meet
quality and financial standards in order to be awarded bids. This should include the requirements
that suppliers be subject to a uniform set of financial standards, regardless of the size or type of
organization, and that they meet quality standards and be accredited in order to participate in the
program.

For bid evaluation, CMS proposes a three-step process: (1) establish a single composite
bid for each supplier for a particular product category; (2) array these composite bids from
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lowest to highest; and (3) select a pivotal bid (based on estimated beneficiary demand), with
winning bidders being those at or below the pivotal bid.”° In addition, under proposed 42 C.F.R.
414.414, CMS would require that each supplier meet basic eligibility requirements (such as
complying with existing Medicare supplier standards), comply with DMEPOS quality standards
and be accredited by a CMS-approved accrediting organization, and meet applicable financial
standards. CMS does not clarify at what point in the bid evaluation process it would confirm that
such standards have been met.

DJO notes that, as a practical matter, for this initial phase of competitive bidding, a large
number of suppliers may be in the process of obtaining accreditation and coming into
compliance with the quality standards. To address the initial phase, therefore, CMS proposes to
allow a grace period for compliance with the quality standards.' DJO applauds CMS’s
recognition that a grace period is needed to assist many suppliers in becoming accredited,
particularly given that the finalized standards have not yet been released. An extended grace
period should be afforded to suppliers in industries like orthotics in which accreditation is not
currently the norm. Suppliers in such industries lack experience with accreditation, and it will
take additional time for them to become accredited. DJO strongly urges CMS to provide an
extended grace period for orthotics suppliers.

IV.  RECOGNIZE THAT SUPPLIERS ARE ONLY EQUIPPED TO PROVIDE ITEMS
FROM THEIR OWN INVENTORIES

[Terms of Contract; Physician Authorization/Treating Practitioner]

DJO asks that CMS revise two of its proposals so that they address practical realities and
limitations of the DMEPOS industry. Without the below-discussed changes to the proposed
regulations, suppliers may face difficulties operating in a manner that makes good business sense
and could be disincentivized from participating in the program. If existing large-capacity
suppliers exit the Medicare program, this, of course, would have a devastating impact on

beneficiaries’ ability to obtain needed items and would jeopardize the success of competitive
bidding.

Responsibility for Repairs/Maintenance of Items Furnished By Non-Contract
Suppliers

CMS proposes to oblige contract suppliers to bear responsibility for repairs and
maintenance of items that were previously furnished by non-contract suppliers. In many, if not
most, instances, suppliers have no experience in repairing or performing maintenance on items
that were supplied by other suppliers and would not be able to perform such work themselves.
Contract suppliers would, in effect, be forced to pay for a sub-contractor to perform the
service—a result that would impose significant costs on winning suppliers. It is difficult to

» See 71 Fed. Reg. at 25674-75.
2 See 71 Fed. Reg. at 25675.
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determine what these costs will be in advance of bid submission and, as a result, short of CMS
providing the information as part of the Requests for Bids, there is no way for suppliers to weigh
this cost in determining bid prices. Even if CMS is able to offer this information prior to bid
submission, the proposal is particularly onerous for manufacturer-suppliers that only carry and
sell their own products. Thus, DJO asks that CMS continue to pay for repair and maintenance of
DMEPOS items performed by non-contract suppliers, as has been the agency’s practice in the
past. There is no reason to shift this burden to another supplier, particularly one who is likely to
be unequipped to perform the services itself.

DJO suggests that 42 C.F.R. § 414.422(c) be revised to add a new subsection (3) which
states: “Contract suppliers that are FDA-approved manufacturers and that only furnish their
own products to beneficiaries in the competitive bidding area are exempt from the requirement

in paragraph (1) for purposes of items furnished by other suppliers.”

Physician Authorization of Product Brand

DJO believes that revision is also warranted for proposed 42 C.F.R. § 414.420 to
acknowledge business considerations for manufacturer/suppliers. Under this provision, contract
suppliers would be required to make a reasonable effort to furnish a physician-specified brand
(or mode of delivery). CMS notes that physicians and other treating practitioners could prescribe
a particular product brand if they determine that it would avoid an adverse medical outcome for
the beneficiary. If a treating practitioner specifies a particular product under these
circumstances, the contract supplier would be required to “make a reasonable effort to furnish
the particular brand.” If the supplier is unable to furnish the designated product, it would need to
work ggith the practitioner to find an alternate item that is appropriate and obtain a revised
order.

Manufacturer/suppliers maintain inventories that contain predominantly their own
products and could have difficulty furnishing a brand other than their own. DJO believes that the
regulation should be revised to make clear that the contract supplier need not be able to offer the
item if it is not part of its inventory. This could be accomplished by adding a new subsection
(b)(4) to 414.420, stating: “The contract supplier is not required to furnish the particular brand
or mode of delivery itself if such brand or mode of delivery is not in its inventory in order to be
deemed to have made a reasonable effort under this paragraph (b).”

V. REVISE CHANGE IN OWNERSHIP RULES SO THAT THEY ARE

2 See 71 Fed. Reg. at 25684,
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CONSISTENT WITH EXISTING REQUIREMENTS FOR DMEPOS SUPPLIERS

[Terms of Contract]

Proposed 42 C.F.R. § 414.422(d) would limit a contract supplier’s ability to continue to
participate in competitive bidding upon a change in ownership of its business. CMS proposes to
require contract suppliers to notify CMS in writing 60 days prior to any changes of ownership,
mergers or acquisitions being finalized. CMS would only allow the successor entity to continue
to furnish products in the competitive bidding area if (1) there is a need for the successor entity
to function as a contractor in order to assure expected demand for a competitively bid item;

(2) the successor entity meets all requirements applicable to contract suppliers; (3) the successor
entity assumes the contract supplier’s contract, including all obligations and liabilities; and
(4) the successor entity executes a novation agreement.

This proposal is over-broad and would needlessly penalize business arrangements that
may have no impact on the contract supplier’s relationship with CMS. Furthermore, it would
devalue contract suppliers’ businesses. Existing standards—including the Medicare supplier
standards and the forthcoming quality standards—already provide sufficient assurances to ensure
that high quality services are provided to beneficiaries. This proposed notice requirement would
not add to these assurances in any meaningful way.

DJO believes that the proposed regulation should be modified to clarify that the
notification obligation and the limitations on continuing as a contract supplier apply only where
the contract is being transferred to a new or different legal entity. The test would be the same as
currently used to determine whether a new supplier enrollment application is needed under the
instructions for Form CMS-855S. In those circumstances in which the legal identity of the
contract supplier is not altered, by way of example, there may be no need to obtain the prior
approvals. In contrast, where the legal identity of the acquired contract supplier would occur as a
result of the change in ownership, CMS may want assurances that the new supplier will be able
to meet all obligations of the former supplier and will assume all of its liabilities under the
existing contract.

CMS could also borrow (as it has in the past) from the definition of “change of
ownership” in the provider context under 42 C.F.R. § 489.18(a). With respect to corporations,
by way of example, this regulation provides that:

The merger of the provider corporation into another corporation, or the

consolidation of two or more corporations, resulting in the creation of a
new corporation constitutes change of ownership. Transfer of corporate
stock or the merger of another corporation into the provider corporation
does not constitute change of ownership.23

DJO thus suggests adopting this definition in the proposed regulation. This would notify
contract suppliers of the types of transactions that would trigger the completion of a new Form

3 42 C.F.R. § 489.18(a)(3).
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CMS-8558, as well as the change that would trigger the examination by CMS that a contract
supplier can continue to meet the obligations under the existing contract.

In addition, DJO believes that there is no reason to depart from the existing 30-day post-
change timeframe provided for suppliers to alert CMS as to changes of information, ownership
or control. The current regulations do not require notice to CMS until after the change has
occurred, and there is no reason why prior notice would be needed in this context. CMS recently
re-affirmed this approach in newly finalized supplier enrollment regulations. Under 42 C.F.R.

§ 424.530, DMEPOS suppliers are required to report changes of information and changes of
ownership or control within 30 days of their occurrence.

DJO thus suggests the following revisions to 414.422(d)(1): “A contract supplier must
notify CMS in writing within 30 days of any change of ownership_(as such term is defined in
section 489.18(a)) that would trigger completion of an entire new Form CMS-855S.”

VL SET PAYMENT AMOUNTS SO THAT THEY REASONABLY REFLECT
ACTUAL BIDS

[Determining Single Payment Amounts for Individual Items]

CMS’s proposed methodology for setting competitive bidding payment amounts may not
reasonably reflect actual bid amounts. Under proposed 42 C.F.R. § 414.416, CMS would use
the median of winning suppliers’ bids as the payment amount. This approach will by its nature
result in a rate that is lower than the bid prices of half of the winning bidders. Many suppliers,
including DJO, fear that they will not be able to continue to provide products to beneficiaries in
the CBAs if the established rates are far below their bid prices. In order to raise the chances that
they will be selected to participate in competitive bidding, suppliers are likely to submit bids at
or near their margins. Thus, if CMS sets the payment rates at the median of winning bidders’ bid
prices, up to half of the winning bidders may consider these rates unacceptable and may not be
able to continue to provide products to beneficiaries in those areas.

There are alternative approaches open to CMS that would lead to reasonable payment
rates. These include the adjustment factor approach that was used in the demonstration projects,
which is discussed in the preamble to the proposed regulations.”* DJO urges CMS to adopt a
methodology that ensures that contract suppliers are not being reimbursed at payment rates
below their bid amounts on an overall basis. Contract suppliers should receive payment amounts
that are at least as much as their bid prices. Suppliers may be less likely to leave the Medicare
program if there is some assurance that payment rates will be sufficient.”* DJO thus
recommends that the median approach not be finalized and that an alternative approach resulting
in reasonable payment rates be adopted.

VIl. RETAIN COMPETITIVE BIDDING PAYMENT AMOUNTS THROUGHOUT

u See 71 Fed. Reg. at 25679-80.

» DJO also suggests that CMS consider re-competing a product category in a CBA if a contract supplier with

significant capacity exits the program mid-cycle.
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BIDDING CYCLE WHEN MULTIPLE HCPCS CODES ARE MERGED INTO A
SINGLE CODE

[Gap-filling]

CMS proposes special payment rules in 42 C.F.R. § 414.426 for competitively bid
HCPCS codes that are revised in the middle of a competitive bidding cycle. The Company
believes that, for the most part, these proposed rules strike the right balance. However, revision
is needed for the proposal addressing the situation in which multiple codes describing similar
products are combined into a single code. DJO asks that, in such situations, CMS maintain the
status quo for until the contract ends to avoid significant decreases in payment rates that would
upset suppliers’ expectations as to the amounts they will receive for furnishing items to
beneficiaries in the CBAs.

CMS proposes to calculate rates differently based on the nature of the coding change, so
that:

. If a single code is split into multiple codes, the supplier would be paid the
payment amount for the former code.?® Therefore, the split into new codes would
not impact payment. During the subsequent bidding cycle, suppliers would bid on
the new separate and distinct codes.

. For codes for several components that are merged into a single new code, the
payment policy would differ depending on whether the former codes described
(a) components of a single product or (b) multiple products. If the former codes
described components of a single product (scenario (a)), the supplier would be
paid a rate equal to the total of the payment amounts under the former codes. If
the former codes described multiple products (scenario (b)), the new payment
amount would be the average (arithmetic mean) of the former payment amounts
weighted by the frequency of payments for the former separate codes. For each
of the two scenarios, during the subsequent bidding cycle, suppliers will bid on
the new single code.?’

DJO asks CMS not to finalize scenario (b) in the second point above. This formula could
result in significantly different pricing for a product or products in the middle of a bidding cycle.
Using the new code would up-end suppliers’ expectations as to the payment that they would
receive for furnishing products to beneficiaries in the CBA. It could also result in unfair
payment changes mid-cycle that would be a disincentive to supplier participation. More
significantly, adopting this proposal could cause contract suppliers to exit the program mid-
cycle—which, in turn, could result in product supply issues for beneficiaries in the CBAs. If
CMS decides to adopt this proposal despite these concerns, the agency should clarify how the

% This applies both to the circumstance in which the former code was for a single product and is split into_

codes for its components and that in which the former code was for two or more similar products and is
split up.

7 See 71 Fed. Reg. at 25688-89.
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weighting would occur (for instance, whether CMS would review payments for all suppliers in
all jurisdictions or only contract suppliers in CBAs5).

DJO thus suggests that, where multiple codes for similar items are merged to a single
new code, CMS continue to use the former codes and payment rates for the remainder of the
bidding cycle. The proposal in 42 C.F.R. § 414.426(d) would need to be revised as follows: “If
multiple codes for similar items are merged into a single code, the codes that were competitively
bid and the established payment amounts for those codes, with any adjustments provided under
§ 414.408(b), will remain in effect for the remainder of the competitive bidding program.”

VIII. REFRAIN FROM CREATING AN “ANY WILLING PROVIDER” MODEL IF
CMS USES COMPETITIVE BIDDING RATES TO ADJUST PAYMENT
AMOUNTS IN NON-COMPETITIVE BIDDING AREAS

[Payment Basis]

In 2009 or subsequent years, CMS proposes to use its statutory authority to adjust
payment in other areas based on payment information determined under the competitive bidding
program. CMS should implement this authority carefully. DJO asks that CMS provide industry
stakeholders another opportunity to comment on how to implement this provision at a later date
once CMS develops a particular proposal.

DJO fears that CMS may use this authority in a manner that would move the Part B
DMEPOS benefit toward a de facto “any willing provider” model in which competitive bidding
rates are used nationwide and any supplier that is able to provide services may do so (for
reimbursement at those rates). Congress did not intend for competitive bidding to result in such
amodel. Because competitive bidding rates will be based on bid amounts that are calculated
using an assumed increase in volume, suppliers’ expectations are different than for non-
competitive biding areas. The expectation is that there will be few suppliers in each CBA for
competitively bid products and, accordingly, that the winning suppliers can offer lower prices
because these prices will be offset by the higher volume of products they will furnish. In non-
competitive bidding areas, this increase in volume would not necessarily exist to balance out
decline in payment rates. Thus, competitive bidding payment rates do not translate to other areas
and should not be applied there. DJO asks CMS to take this into account if it uses competitive
bidding rates to set fee schedule amounts.

IX. DO NOT FINALIZE THE PROPOSED REBATE PROGRAM
[Determining Single Payment Amounts For Individual Items]

CMS proposes to permit contract suppliers that submitted bids for an item below the
competitive bidding payment amount to provide voluntary rebates to beneficiaries. This rebate
would be the difference between the supplier’s bid amount and the competitive bidding payment
amount for the product. As was evident based on the many PAOC committee members and
industry representatives who objected to this proposal at the PAOC meeting, the industry is
vehemently opposed to this proposal. DJO shares their concerns that this proposal implicates
and may violate the Federal Anti-Kickback Statute (the “AKS”) and, for that reason, strongly
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urges that proposed 42 C.F.R. § 414.416(c), which describes the rebate program, not be
finalized.

The AKS is a criminal prohibition that provides punishment for any person who
“knowingly and willfully offers or pays any remuneration (including any kickback, bribe, or
rebate) directly or indirectly, overtly or covertly, in cash or in kind to any person to induce such
person ... to purchase, lease, order, or arrange for or recommend purchasing, leasing, or ordering
any good, facility, service, or item for which payment may be made in whole or in part under a
Federal health care program.”*® Rebates intended to induce beneficiaries to purchase a particular
Medicare-covered item are generally prohibited under the AKS. DJO is concerned that adoption
of the rebate program would generate significant confusion in the industry as to what is
permissible under the AKS and what continues to be prohibited. DJO asks that the proposed
regulation be deleted.

X. PROTECT EXISTING APPEAL RIGHTS
[Administrative or Judicial Review]

Under proposed 42 C.F.R. § 414.424, CMS prohibits appeals on most decisions made
regarding competitive bidding, in line with the relevant statutory provision. For instance,
decisions as to which suppliers are awarded contracts, the payment amounts established, and
selection of items to be competitively bid are all not appealable.” DJO is concerned, however,
that, as written, the proposed regulation does not make clear that existing rights of beneficiaries
and suppliers to appeal denied claims are preserved.

In the preamble to the proposed regulations, CMS acknowledges that existing rights are
undisturbed by competitive bidding. DJO requests that this be explicitly stated in the regulation
itself so that appeal rights are safeguarded. This could be accomplished by adding the following
subsection (c) to 414.424: “All existing rights to appeal individual claims are unaffected by this
provision.” DJO also believes that the statement in the regulation that “[a] denied claim is not
appealable if CMS determines that a competitively bid item was furnished in a competitive
bidding area in a manner not authorized by this subpart” is vague as written and could benefit
from clarification (or should be removed).

» 42 U.S.C. § 1320a-7b(b)(2).
» 71 Fed. Reg. at 25682.
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XI.  REVISE THE PROPOSED GAP-FILLING METHODOLOGY REPLACEMENT

TO FOLLOW STATUTORILY-REQUIRED PROCEDURES & ENSURE FAIR
PRICING

[Gap-filling]
[Gap-filling]

DJO applauds CMS for its recognition of the inherent flaws in the current gap-filling
methodology and the agency’s decision to replace the current formula with a new methodology
that reflects the true prices for new technology. Portions of the proposal in 42 C.F.R. §
414.210(g), however, are so vague as to be unworkable. In addition, the effort to use a
functional technology assessment without any procedural safeguards impermissibly circumvents
CMS’s IR authority. This is particularly troubling given that the IR regulations only recently
became final and already are being treated as obsolete. It is essential that any formula adopted
here be grounded in both substantive and procedural safeguards and follow a transparent process
for establishing reasonable, appropriate fee schedule rates for non-competitively bid products.

At the outset, DJO notes that many in the industry have urged CMS to devote
considerable attention to this new regulation and specifically have requested that it be considered
separate and apart from the proposed regulations for competitive bidding. DJO reiterates this
request here, and asks that CMS postpone publication of a final rule to provide time for suppliers
to submit additional comments and/or meet with the agency to discuss alternatives. The
additional time is needed to give due consideration in separate comments. By including the
proposal in the context of the competitive bidding rulemaking—a rule that CMS officials have
publicly recognized is only tangentially related to gap-filling—CMS has created needless timing
conflicts. Given the resources that need to be expended to comment fully on the competitive
bidding rule, suppliers (and CMS, for that matter, since the same individuals are responsible for
both competitive bidding and gap-filling) are being pressed to stretch those limited resources.
Both rules are simply too important to risk presentation of rushed comments (and/or rushed
review of those comments). DJO, therefore, requests an additional period of 60 days to comment
on the gap-filling methodology.

In the absence of additional time, and to meet the current time line, DJO submits the
following comments concerning the proposal.

Substantive Criteria

Under the gap-filling proposal, where a new HCPCS code is created and no price
information is available from the base period, the fee schedule amount for the code would be
calculated by taking into account one or more of the following three data sources: (1) median
retail prices (from supplier price lists, manufacturer suggested retail prices, or wholesale prices,
plus an appropriate mark-up), (2) existing fee schedule amounts for comparable codes, and/or
(3) results of a functional technology assessment (“FTA”) of products in the new code. DJO
supports the move away from the current gap-filling methodology because it relies on deflation
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factors that often result in drastic under-compensation for new products.*® DJO believes,

however, that the proposed criteria lack specificity sufficient to inform stakeholders as to the
formula to be used.

A lack of specificity without proper safeguards offers the public inadequate notice of how
the formula would be used. Two examples are illustrative: First, the proposal suggests that
pricing for comparable codes could be used as a proxy for the rates applicable for the new code.
How would CMS determine which codes are “comparable™? Would significant functional and
clinical differences in the products categorized in these codes be considered? How would CMS
account for and quantify these differences?

Second, CMS proposes to use median retail prices to set pricing. How will CMS identify
retail prices and how will the agency weight the prices? Regardless of the source for the prices,
DJO suggests that CMS use a weighted median so that pricing by outlier suppliers that do not
provide a significant volume of items to the Medicare program is not given undue importance in
setting pricing.

As to the FTA, the notice states that there were three main areas studied in the FTA
conducted in CMS’s pilot study: (1) Functional Assessment, which evaluated the device’s
operations, safety and user documentation relative to the Medicare population; (2) Price
Comparison Analysis, which involved a cost analysis comparing the product to similar products
or alternative treatment modalities; and (3) Medical Benefit Assessment, which focused on the
effectiveness of the product using scientific literature and interviews of providers to determine if
the product does what it purports to do. Not only is this vague explanation insufficient
information for meaningful comments, the FTA analysis oversteps congressional mandates on
when the agency can adjust fee schedule amounts and identify alternative “realistic and
equitable”” amounts. It is improper for CMS to cast aside Congress’s grant of IR authority.
Further, CMS should not resort to incorporating a coverage analysis to establish pricing. Here,
as well, Congress has proscribed how to evaluate coverage. Simply, CMS cannot exercise
powers that contradict Congress’s specific language in specific statutory grants of authority.’’

Pricing should be established using objective criteria that can be applied to all products in
the same way. A transparent formula, capable of being reproduced for all products must be used.
One approach might be to develop an algorithm with a sequential analysis. The FTA should be
discarded all together as inappropriate and already addressed through CMS’s IR authority.

30 Gap-filling uses current pricing information, which is then deflated back to a base period to be in line with

statutory payment methodology for DME and then inflated based on statutorily-prescribed update factors.
CMS has traditionally used the percentage increase in the CPI-U to deflate current pricing—which can be
an inappropriate deflationary factor if it is not in line with price increases (or lack thereof) over time in the
industry.

See, e.g., Chevron, US.A., Inc. v. Natural Resources Defense Council, Inc., 467 U.S. 837, 842-3 (1984)
(holding that “[i]f the intent of Congress is clear, that is the end of the matter, for the court, as well as the
agency, must give effect to the unambiguously expressed intent of Congress”); see also United States v,
Haggar Apparel Co., 526 U S, 380, 393 (1999) (confirming that “rules as to instances not covered by the
statute should be parallel, to the extent possible, with the specific cases Congress did address”).

31
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Procedural Requirements

In addition to the substantive revisions that are needed, CMS’s proposal to use an FTA
also suffers from a complete lack of procedural safeguards to ensure that appropriate pricing
results. Even though this proposal seeks to achieve the results of a coverage a coverage and IR
analysis, it fails completely to offer any of the procedural safeguards of these latter processes.
Particularly where, as here, CMS is moving away from its current objective gap-filling
methodology to a vague, subjective set of criteria, procedural safeguards are even more critically
needed.

As CMS describes in the preamble to the proposed regulations, the two FTAs that have
previously been undertaken in its pilot study (the results of which have not been shared with
stakeholders) involved evaluation of the device’s safety and effectiveness in improving clinical
outcomes. Both of these elements are considered in determining whether an item meets the
Medicare statute’s “reasonable and necessary” standard and will be covered under the Medicare
program.* It is significant that over the years the coverage process has become more open. To
that end, Congress recently mandated that CMS follow a defined process for making NCDs,
including providing an opportunity to appeal the decisions.3> There is now a fulsome aBpeals
process available for aggrieved parties who believe an NCD provision is unreasonable.”® Similar
processes are available for challenges to local coverage determinations.®®> CMS must not and
may not circumvent these procedural requirements by folding a coverage decision into the
payment calculation process.

Perhaps most importantly, payment adjustments like those being proposed here are
statutorily required to undergo a notice and comment process as well. Under the IR provisions,
CMS must analyze a variety of factors and adjust pricing for an item or service upon a
determination that the otherwise applicable payment amount is grossly excessive or grossly
deficient, which is defined by its own regulations to include a threshold variance of fifteen

32 42 U.S.C. § 1395y(a)(1)X(A); see also Medicare Benefit Policy Manual (CMS Pub. 100-02), Chapt. 15,

§ 110.1 (stating that the necessity of equipment is determined based on “when it can be expected to make a
meaningful contribution to the treatment of the patient's iltness or injury or to the improvement of his or her
malformed body member” and that reasonableness is determined based on considerations such as whether
the expense of the equipment would not be clearly disproportionate to the therapeutic benefits that could
ordinarily be derived from it).

3 Congress revised the Medicare statute to require CMS to issue a proposed decision on a request for an

NCD within 6 months of the request for coverage (9 months for requests that require outside technology
assessments or Medicare Coverage Advisory Committee deliberation). There is to be a 30-day public
comment period from the date of release of the proposed decision and CMS is required to publish a final
decision (including responses to comments received) within 60 days of the conclusion of this comment
period. See 42 U.S.C. § 1395y(l).

NCDs can be reviewed by the HHS Departmental Appeals Board (“DAB”). To determine whether the
NCD was reasonable, the DAB will review the record, may permit discovery and taking of evidence if it is
lacking information, and may consult with scientific and clinical experts. See 42 USC § 1395ff(f)(1).

See Medicare Program Integrity Manual (CMS Pub. 100-08), Chapt. 13, § 13.13.
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percent.*® Once CMS has determined that a payment amount is grossly excessive or deficient, it
may establish a payment amount only by considering certain factors, including pricing
information and the resources required to produce the products. There is no reason to use an
FTA when the robust IR authority exists. Significantly, CMS may not use its IR authority
without first following the required procedural steps:

For payment adjustments of 15%, CMS must provide notice and opportunity to comment by

publishing the proposed and finalized payment adjustment in the Federal Register.

For payment adjustments of greater than 15% in a single year, more rigorous reviews and

procedures are to be undertaken. As to the procedures, CMS must consult with supplier
representatives from the industry likely to be affected by the payment change. Notice of
the proposed determination must also be published in the Federal Register, with a 60-day
public comment period. The Federal Register Notice with the proposed determination
must contain an explanation of the factors and data considered in determining that the
payment amount is grossly excessive or deficient, list the proposed payment amount, and
describe the factors and data used to set this adjusted rate. CMS is to consider any
comments submitted prior to publication of a final determination, and discussion
responsive to these comments is to be included in the Federal Register Notice announcing
the finalized payment determination.*’

Here, CMS would give itself authority to use the results of an FTA ar any time to adjust

previously-established prices and without identifying any standards. The agency would need
only to determine that the pricing methods that were used resulted in payment amounts that do
not reflect the cost of furnishing the product. This aspect of the regulation directly conflicts with
and circumvents CMS’s IR authority, and DJO strongly opposes finalization of this proposal.
FTAs should not be used to determine pricing.

36

37

IR authority is implicated only where the overall payment adjustment needed to produce a realistic and
equitable payment amount is 15% or more. CMS can make an adjustment of less than 15% in a given year
under its IR authority, provided that it has been determined that an overall adjustment of 15% or more is
warranted. See 42 C.F.R. § 405.502(g); 70 Fed. Reg. 73623, 73626 (Dec. 13, 2005).

42 USC § 1395u(b)(8)-(9); 42 C.F.R. § 405.502(g)-(h).
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Thank you for your considerable efforts to date in implementing the program and for
considering DJO’s comments regarding the proposed regulations. Should you have any
questions or comments, we can be reached at (202) 637-2200.

Truly yours,

vq/Av .

tuart S. Kurlander
Esther R. Scherb
Of LATHAM & WATKINS LLP

Cc:  DJO Corporation
Rebecca L. Spain, Latham & Watkins LLP
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Submitter : Mrs. Wendy Gerger Date: 06/30/2006
Organization:  Mrs. Wendy Gerger
Category : Oocupaﬁonal Therapist
Issue Areas/Comments
GENERAL
GENERAL

I am a Certified Hand Therapist.I have been trained to treat patients with all types of upper extremity injuries.

Therapist are unique from other suppliers of DMEPOS. As a hand therapist,while othoses are an important part of treatment,they are just one part of the overall
treatment. feel that the proposed competitive bidding system will pose a serious threat to my ability to effectively treat these patients.

Hand therapists typically treat very acute patients and the need to be able to immediately dispense and adjust an orthosis is crucial to the final outcome of these
patients. In the course if treatment, changes in stability, edema, inflammation and wound healing that require immediate attention. This regulation could
significantly interfere with my abillity to react to these changes, putting the surgeries and patients at risk.

I request that Medicare revise the proposed regulation to allow therapists to continue to supply critical OTS orthoses unimpeded by a competitive bidding process.
Thank you for the opportunity to comment on this proposed regulation.

Sincerely, Wendy Gerger
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Submitter : Ms. Sara Hicklin
Organization: @ WAMES
Category : Health Care Provider/Association
Issue Areas/Comments
GENERAL
GENERAL
see attachment
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Centers for Medicare & Medicaid Services
Attn: CMS-1270-P

PO Box 8013

Baltimore MD 21244-8013

Electronically to http://www.cms.hhs. gov/eRulemaking

RE:  File CMS-1270-P

The following comments are from WAMES, the Wisconsin Association of Medical
Equipment Services. We respectfully submit the following comments:

“Payment Basis”

There is no reference in the proposed rule to the use of the Advanced Beneficiary Notice.
The final rule should clarify how ABN use, especially for upgrades to deluxe items, will
be incorporated. Additionally, the proposed rule seems in conflict by stating that
beneficiaries provided with equipment or supplies by a non-contract supplier in a contract
area will no have no financial liability but states in other areas that ABNs will be
permitted. If a non-contracted supplier obtains a properly-executed ABN informing the
beneficiary that an item will not be covered unless obtained from a contracted supplier,
will the limitation on beneficiary liability be waived?

The proposed rule states that bidding providers do not have to factor inflation into
submitted bids because the competitive bid price will be updated by the CPI-U.
Providers have no assurance that Congress will not override the update through
subsequent legislation in any given year. CMS needs to address how it plans to assure
provider that the inflation update to the competitive bid price will not be subject to
subsequent freezes in the CPI-U.

The proposed rule regarding grandfathering poses numerous concerns. What will happen
to equipment rented by beneficiaries that disenroll from Medicare Advantage plans and
return to traditional Medicare? The proposed rule for oxygen needs to be updated to
reflect the changes in oxygen equipment ownership as dictated by the DRA of 2006.

The proposed rule requests comments on the authority to adjust payment in other areas.
CMS should include methods of establishing that the bid area is comparable to the area(s)
for which they will consider applying the bid fees.

“Competitive Bidding Areas”

The proposal for a separate competitive bidding program for mail order suppliers in 2010
seems unnecessary since mail order suppliers are not excluded from participating in the
2007 and 2009 bids. Mail order may meet the needs of some beneficiaries, but some
beneficiaries still prefer to use a local provider and should be able to choose between a
mail order supplier and a local supplier.




“Criteria for Item Selection”

The final rule should include the specific measures that will be used to decide the
potential savings as a result of competitive bidding.

The inclusion of instructions for the provision of brand-specific equipment is
unnecessary. Physicians already have the ability to prescribe brand-name equipment.
The provider community bears the burden of explaining equipment functionality to the
prescribing community to best meet the needs of the beneficiary. '

“Submission of bids under the Competitive Bidding Program”
Capped rental items that can be purchased in the first month should include the K0005
ultra lightweight wheelchair.

“Conditions for Awarding Contracts”

There is no provision in the proposed rule to “rationalize” bids to ensure that there are no
unreasonably low bids. There must be some provision in the final rule that discourages
submission of very low bids to ensure inclusion as a winning bidder.

Because quality standards apply to all DME providers and not just to those affected by
competitive bidding, CMS must complete the process for implementation of quality
standards prior to implementation of competitive bidding.

The proposed rule states that in cases where two suppliers are below the pivotal bid there
will only be two suppliers designated as winning bidders. If one of the two winners is
subsequently eliminated during the 3-year bid contract, either due to failure to meet
quality standards, natural disaster, acquisition by a non-qualified supplier, or other means
this could create dire access problems for affected beneficiaries.

There is also concern that the proposed rule does not provide any protection for small
providers.

“Determining Single Payment Amounts for Individual Ttems”

Setting the single payment amount at the median of winning bids would mean that nearly
one-half of the bidders would have to accept a price below their bid. This method is
significantly different that the method used in the demonstration projects and seems
contrary to the methodology that Congress had in mind when it authorized competitive
bidding. The payment amount should be the pivotal bid.

The rebate proposal seems contrary to statutory prohibition of beneficiary inducements.
A rebate program would certainly influence the beneficiary’s selection of a provider.

“Administrative or Judicial Review”

While we recognize that the MMA specifically prohibited administrative or judicial
review, we strongly object.




“Opportunity for Participation by Small Suppliers”
There is very little actual protection for small suppliers. The allowance of networks in no

way makes it easier for small providers to participate, and actually creates a larger burden
on the small provider.

“Opportunity for Networks”
The allowance of networks in no way makes it easier for small providers to part1c1pate
and actually creates a larger burden on the small provider.




Submitter : Mr. Michael Geldart
Organization:  CCS Medical
Category : Other Health Care Provider
Issue Areas/Comments

GENERAL

GENERAL

See Attachment
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COMMENTS

CCS Medical submits its comments to the Proposed Rules for the Competitive
Acquisition for Certain Durable Medical Equipment, Prosthetics, Orthotics, and
Supplies (DMEPOS) issued by the Centers for Medicare & Medicaid Services as
24 CFR Parts 411, 414, and 424.

CCS Medical is a national Medicare Provider of diabetic, respiratory, ostomy,
urological, and wound care supplies. CCS Medical serves thousands of
Medicare Beneficiaries across the country. CCS Medical, as a member of
AAHOMECARE and THE DIABETIC PRODUCT SUPPLIES COALITION
(DPSC) represented by Fulbright and Jaworski, provided input into both of these
associations’ comments. We incorporate by reference the comments to the
NPRM submitted by these groups. In addition to the comments by
AAHOMECARE and DPSC, we submit these additional comments to emphasize
certain areas of specific concern from our organization’s perspective.

Timing Concerns

We recognize that the agency has been under tremendous time pressures to
issue these rules because of the tight deadlines established in the Medicare
Prescription Drug, Improvement, and Modernization Act of 2003 (Pub. L 108-
173) However, competitive bidding is a radical departure from traditional
Medicare, and this program is still mostly experimental; consequently, CMS
should tolerate delays and not rush to implement the quality standards or any
other aspect of competitive bidding.

Opportunity to Comment on the Supplier Standards

We urge CMS to allow stakeholders an opportunity to comment on the quality
standards before they are finalized. We understand that CMS received
comments from 5600 organizations and individuals on the draft supplier
standards, and the final standards will likely differ significantly from the draft. If
s0, under principles of administrative law, CMS must give stakeholders another
comment period. Furthermore, an additional comment period is appropriate
inasmuch as CMS has chosen to by-pass the procedural protections of the
Administrative Procedure Act (APA) and the oversight of the Office of
Management and Budget that would otherwise be part of the rulemaking process
applicable to the quality standards.

CORPORATE HEADQUARTERS: 14255 49TH STREET NORTH, SUITE 301, CLEARWATER, FLORIDA 33762 - WWW.CCSMED.COM

(e fnyes

[




. 2

MEDICAL

Payment Concerns

Inflation Update
CMS states that providers do not have to factor inflation into their bids because

the competitive bid price will be updated by the CPI-U. Providers have no
assurance that Congress will not override the update through subsequent
legislation in any given year. Congress has demonstrated in the past that it will
override automatic inflation adjustments. We recommend that CMS address how
it plans to assure providers that the inflation update to the competitive bid price
will not be subject to subsequent freezes in the CPI-U. If CMS cannot provide
this assurance, then it should allow bidders to include an inflation adjustment in
their bids.

Limitation on Beneficiary Liability

We understand that Medicare will not cover DMEPOS items subject to
competitive bidding furnished to a beneficiary in a competitive bidding area by a
non-contract supplier. The NPRM does not clearly indicate how CMS will provide
notice to all other suppliers which products are under competitive bid. We
request that CMS clearly indicate how it will insure that other supplies in an area
can protect themselves against accidentally providing an item that is subject to
competitive bidding. We recommend a real time web based system that lists
each item along with the zip+4 code that suppliers could access prior to providing
the product would greatly assist providers. This system would be updated in real
time at least hourly in order to ensure that a provider does not inadvertently
provide a service for which it cannot receive payment.

Competitive Bidding Areas

Nationwide or Regional Mail Order Competitive Bidding Program

The NPRM does not define what a Nationwide or Regional Mail Order company
is. It is possible for a company to be both a retail face-to-face provider and a
mail-order company. Would both sets of rules apply to such a company, or could
it choose different definitions in different MSAs? It is also unclear why CMS
proposes a separate competitive bidding program for mail order suppliers in
2010. Since mail order suppliers are not excluded from participating in
competitive bidding during 2007 and 2009, it is conceivable that a nationwide or
regional mail order company could be a successful bidder in one or more MSAs
in 2007 -2009. The NPRM does not address whether such a bidder could then
bid in the 2010 bid. The Proposed Rule also seems to indicate that mail order
suppliers would not be able to bid differently in different MSAs, even if the costs
of providing the products in various MSAs differ. CMS should clarify this mail

CORPORATE HEADQUARTERS: 14255 49TH STREET NORTH, SUITE 301, CLEARWATER, FLORIDA 33762 « WWW.CCSMED.COM
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order program and how it will relate to the 2007 and 2009 competitive bidding
program.

Alternatively, we suggest CMS create a national supplier designation for which
DME companies, mail-order or retail, can apply. If a company is selected as a
national supplier, they can provide services regardless of which MSA a
beneficiary resides. This selection process should precede the individual MSA
selections so that any national supplier who is not selected on the national level
still has the ability to apply in all MSAs individually.

Criteria for Item Selection

Items Included in Competitive Bidding

CMS identifies three categories of items that are subjective to competitive
bidding consistent with the requirements of §1847(a)(2): “Covered items” as
defined under §1834a(13) for which payment would otherwise be made under
§1834(a) and “supplies used in conjunction with durable medical equipment;”
enteral nutrition, equipment, and supplies, and off-the-shelf orthotics (OTS).
Prosthetics and prosthetic devices and supplies were not included in competitive
bidding by Congress. Under §1834(a)(13), a “covered item” means “durable
medical equipment” as defined under §1861(n). Ostomy products and supplies
are not “durable medical equipment” and consequently do not meet the definition
of “covered items” as defined under §1834(a)(13). We urge CMS to confirm that
ostomy products and supplies are not included in competitive bidding under
§1847(a)(2).

Additional Criteria for Item Selection

Under the proposal in the NPRM, item selection is driven by costs and utilization
only. There is a risk that by focusing exclusively on cost and utilization criteria,
CMS will allow competitive bidding to become a substitute for appropriate
coverage policies as a way of controlling expenditures. In deciding to include a
product under a competitive bidding program, we recommend that CMS also
consider clinical and service factors specific to the product. Some products will
be inappropriate for competitive bidding because of the clinical condition of the
beneficiaries who use them.

We strongly urge CMS to publish the items it will include in the initial competitive
bidding program in an interim final rule.

CORPORATE HEADQUARTERS: 14255 49TH STREET NORTH, SUITE 301, CLEARWATER, FLORIDA 33762 WWW.CCSMED.COM
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Brand-Specific Requirements

The NPRM proposes to allow physicians and practitioners to prescribe a specific
brand or type of equipment. According to CMS, this type of provision would
preserve beneficiary access to equipment. However, the chosen contract
suppliers will not be required to carry all brands/models of equipment included in
competitive bidding, and if a physician orders a brand/model the chosen contract
suppliers do not carry, the suppliers can choose whether to fill the order, refer the
beneficiary to another supplier, or ask the physician to change the order. These
options place the chosen contract suppliers in the position of controlling, or at
least significantly influencing what product ends up in the hands of the
beneficiary based not on what is in the patient’s best interest, but based on how

to fill the supply needs of the patient within the confines of the suppliers’ access
to certain brands.

We point out that not all supplies are alike or are easily interchangeable. Even if,
for example, diabetes supplies are purported to have the same clinical benefits,
their features and functions vary significantly. In many cases, these differences
may be insufficient to allow a prescribing physician to justify the need for one
brand over another; however from the beneficiaries’ standpoint, these differences
may be the difference between testing as prescribed and not testing at all.
Medicare beneficiaries are elderly, and many have difficulty adjusting to changes
of products that they have used for years. We believe that the NPRM does not

adequately protect beneficiaries’ access to those products that they currently
use.

Product Categories for Bidding Purposes

General Issues

Clear definition of the product categories must be outlined for bidding suppliers.
AllHCPCS codes and their typical quantities should be identified for each
product category that the supplier bids. For example, glucose monitors and
supplies should include glucose monitors, test strips, lancets, lancing device, and
replacement batteries.

Glucose monitors for visually impaired (i.e.: E2100) should be identified and bid
separately as the cost is drastically different. If the bid pricing is related to the
product category and not each HCPCS code that makes up the category, then it
may be cost prohibitive to service visually impaired beneficiaries with the
monitors resulting in service issues for beneficiaries. Capitated codes should not
be allowed at all for purposes of competitive bidding. All pricing should be based
on a per units supplied basis. »

CORPORATE HEADQUARTERS; 14255 49TH STREET NORTH, SUITE 301, CLEARWATER, FLORIDA 33762 « WWW.CCSMED.COM
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Conditions for Awarding Contracts

Quality Standards and Accreditation

The NPRM states that CMS will allow a “grace period” during which unaccredited
providers can participate in the bidding process. Unaccredited providers who are
winning bidders may complete accreditation during the unspecified grace period.
Winning bidders who do not become accredited during the grace period will loose
the contract supplier status. Because the overwhelming majority of DME
suppliers are small businesses, it is likely that many suppliers will not be
accredited at the time they are awarded contracts. As a result, bids from
providers who are ultimately disqualified will be considered in the determination
of the pivotal bid and single payment amount, By definition, only accredited
suppliers should be eligible to bid. We urge CMS not to proceed with competitive
bidding until it is sure that that all suppliers who may want to submit bids have
had an opportunity to get accredited. CMS could place patients at risk by
allowing unaccredited suppliers to bid. Unaccredited supplies would have
substantially lower costs since they are not expending any resources to meet the
requirements of accreditation. Moreover, by allowing unaccredited suppliers to
bid, CMS would be endorsing suppliers without any guarantee of quality of the
services provided.

Further, the evaluation of the supplier's financial stability must take place before
the bid prices are arrayed and the pivotal bid is selected. Bids from disqualified
providers should not be considered in selecting the winning bid point or setting
the payment amount. CMS should consider the following evidence of supplier’s
financial stability: '

- Audited Financials

- Insurance Certificates
- Trade References

- Letters of Credit

We suggest CMS encourage accreditation rather than discouraging it and should
grandfather all providers accredited by organizations that meet the criteria CMS
identifies. CMS’ goal should be to promote an aggressive accreditation
campaign to assure that providers in any MSA with a competitive bidding
program are accredited before the bid solicitations are published. Moreover, if
there is a national supplier designation that is selected first, then those suppliers
can maintain services to beneficiaries while CMS delays the MSA selection until
all potential candidates are appropriately accredited.
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Market and Supplier Capacity

The NPRM states that CMS will evaluate market capacity and supplier capacity
to determine the number of suppliers necessary to service beneficiaries in an
MSA. We agree that CMS must carefully evaluate capacity issues to ensure
adequate access to DMEPOS items in a competitive bidding area. Under the
methodology proposed in the NPRM, CMS would array the composite bids from
lowest to highest and count up from the bottom until it identifies the point where
the bidders’ cumulative capacity is sufficient to service the MSA. This will be the
winning, or “pivotal” bid. This methodology does not include any mechanism to
“rationalize” the bids to ensure that there are no unreasonably low bids.
Although competitive bidding is premised on the theory that suppliers will submit
their “best bid,” in fact there will be suppliers with small individual capacity who
may submit a very low bid speculating that they will end up in the winning bid
range based on other bidders’ capacity.

We recommend that the bid solicitation and evaluation process include
safeguards against this type of bidding strategy. We suggest one option below
under the discussion on the single payment amount. At the very least, CMS
should eliminate outlier bids to discourage suppliers who might submit
unreasonably low bids. If these safeguards are not part of the process, CMS can
have no assurance that the competitive bidding payment amounts are
sustainable over time.

The NPRM also states that if at least two suppliers are at or below the pivotal bid
amount, CMS would designate the two suppliers as winning bidders. We urge
caution in adopting this minimalist approach. CMS should select more suppliers
than necessary to meet minimum capacity requirements in the competitive
bidding area. Any number of circumstances, such as a natural disaster, could
create unanticipated access problems for beneficiaries in the MSA. It is unlikely
that CMS could address these types of access problems quickly enough to avoid
serious disruption to patient care. Additionally, CMS should at least consider
other variables beyond capacity that may affect the selection of winning bidders.
For example, beneficiary convenience and proximity to contract suppliers would
greatly diminish under a scenario where CMS selects only two or three contract
suppliers.

Assurance of Savings

CMS should not artificially limit bids by disqualifying bids above the current fee
schedule amount for an item. Otherwise, the competition is not truly competitive
based on market prices. Instead, CMS should adopt the methodology used in
the demonstrations. CMS should look for savings in the overall product category

even though a single payment amount for a specific item may be higher than its
current fee schedule amount.
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Determining the Single Payment Amount

CMS proposes to set the single payment amount for any competitively bid item at
the median of the array of bids of the “winning suppliers”. This means that
almost 50% of the winning bidders will have to accept less than their bids to
participate in the program, even if those bidders above the median will be
providing most of the items and services in the competitive bidding area due to a
higher level of capacity. This methodology is contrary to basic principles of
contracting and competitive bidding and is also significantly different than the
method used in the Polk County, Florida and San Antonio, Texas demonstration
projects. More importantly, we believe Congress did not have this methodology in
mind when it authorized competitive bidding under the MMA.

CMS should set the payment amount at the pivotal bid level, which is defined as
the highest bid for a product category that will include a sufficient number of
suppliers to meet beneficiary demand for the items in that product category. This
method was used in the two demonstration projects. An alternative, which would
also provide an assurance that the submitted bids are “rational” and not
unreasonably low, is to pay contract suppliers an amount equal to their individual
bids. Although we understand that the MMA requires CMS to pay a “single
payment amount” and that CMS intends to comply with this requirement, the
statutory payment basis is the fee schedule amount or the actual charge,
whichever is less. Consistent with the requirement, CMS could calculate a single
payment amount equal to the pivotal bid and require winning bidders to submit
claims in the amount of their bid — the actual charge — not the single payment
amount. This approach also achieves price “transparency” for CMS and
beneficiaries.

Terms of Contract

Judicial and Administrative Remedies

CMS should include a procedure for debriefing suppliers who did not win a bid
and an opportunity for a review or appeals process to determine at a minimum
whether an error on the part of CMS or its contractors was the reason the
supplier lost the bid.

CMS should provide the same level of due process rights for unsuccessful
bidders as exist in other governmental bidding programs.
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CMS-1270-P-1208

Submitter : Mr. Robert Bosch Date: 06/30/2006
Organization:  Mary Free Bed Rehabilitation Hospital
Category : Hospital
Issue Areas/Comments
GENERAL
GENERAL
See attachment
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Restoring Hope an%m
Mary Free Bed

Rehabilitation Hospital 800.528.8989 www.maryfreebed.com + 235 Wealthy SE « Grand Rapids, MI 49503-5299

Mark McClellan, M.D., Ph.D.

Administrator

Centers for Medicare & Medicaid Services
Hubert H. Humphrey Building, Room 445-G
200 Independence Avenue, S.W.
Washington, D.C. 20201

Re: Medicare Program: Competitive Acquisition for DMEPOS (CMS-1270-P)

Dear Dr. McClellan:

I am writing on behalf of Mary Free Bed Orthotics and Prosthetics, a rehabilitation hospital based
orthotics and prosthetics provider service much of West Michigan. Mary Free Bed Rehabilitation
Hospital is the major physical rehabilitation facility between Detroit and Chicago and provides a
continuum of care from acute to home/community. Our O&P organization provides services to over 10
West Michigan acute care hospitals, as well as Mary Free Bed Rehabilitation Hospital itself, and over
1200 physicians.

My comments primarily will apply to the orthotics and prosthetics aspects of this proposal.

1. The proposal ignores the needs of complex inpeitients requiring OTS orthotics.

Our inpatients are usually of high acuity levels and are being treated in an integrated system of
care with significant treatment, cost and time constraints. A third party winning bidder would
not be able to function effectively as compared to a hospital-based DMEPOS provider, in fact
may not even have privileges for providing services within a hospital. Erosion of performance
on the DMEPOS end will increase costs on for general inpatient services.

Recommendation: Exclude hospital-based DMEPOS providers (providing inpatient, outpatient
or clinic services) from requirements to comply with this program.

2. This proposal hands automatic advantage to manufacturers of DMEPOS, at the expense of the
patient and traditional providers.

In O&P, we already have brace manufacturers marketing their OTS products directly to hospitals
and physicians, often through stock and bill closets and programs. On a daily basis, our
orthotists are required to “fix” adjustment problems and repair issues on patient OTS braces
provided by manufacturers who do not have trained orthotists or permanent offices and do not
provide follow up and repair services. Manufacturers have advantage because they manufacture
the OTS brace or product, and offer “wholesale” what everyone else must offer “retail”. We




assume they will bid “wholesale” when everyone else will bid “retail”. Hence, the potential
unfair advantage that could creates further quality issues.

Recommendation: Exclude manufacturers of OTS orthotics and certain DME from participation
in this program.

. The proposal is not specific. Items to be included, quality standards and pricing methodology
are not spelled out.

Recommendation: Issue an interim final rule and invite public comment once specifics have
been defined.

. The proposal is at risk of awarding bids achieved by limiting brand selection and quality
standards. DMEPOS brand characteristics can vary significantly, and sometimes a specific
brand is required to meet individual patient needs. The Chinese “knock-off’ Mont Blanc pen
may look like a Mont Blanc, but will not perform as such. How will CMS control for this issue
with so many different products and categories? Or, put another way, how will CMS insure that
bidders are all bidding on the same OTS orthotics product?

Recommendation: This is a significant issue. Consider eliminating OTS orthoses (lower limb,
spinal and upper limb) from the program, given that the three policy groups represent only 1.9%
of the DMEPOS dollars being targeted.

. The proposal process discriminates against smaller providers located outside major metropolitan
areas. The larger companies with area-wide networks tend to be located in major metropolitan
areas. They will gain early experience and information that they will then bring into play in
subsequent bid processes in smaller communities where certain providers will just be beginning
the process.

Recommendation: Build into the process a counter balance to larger regional providers by
insuring the participation of localized small providers.

. The proposal may not insure geographic access standards. It is conceivable that winning bidders
may not have facilities located within easy access of patients needing items. This could result in
transportation or time issues developing within a given MSA.

Recommendation: Require that final bid award insure that there are bid-winning DMEPOS
provider facilities within 25 miles of any point within the MSA.

. The proposal will require significant resources to prepare bids. Already stretched hospital
systems will find it difficult to divert resources to this effort.

Recommendation: = Allow hospital-based DMEPOS programs to participate in the competitive
bidding program without submitting bids if they agree to accept the single price determined
through the bidding process.




Thank you for the opportunity to comment on this proposal. Iam happy to respond to any questions
you may have at telephone 616-242-0406, or email bob.bosch@maryfreebed.com.

Sincerely,

Robert Bosch
Chief Operating Officer
Mary Free Bed Orthotics and Prosthetics




»

Submitter : Peter Thomas
Organization :  The Orthotic and Prosthetic Alliance
Category : Association
Issue Areas/Comments
GENERAL
GENERAL

Please see attachment and addendum.
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June 30, 2006

VIA ELECTRONIC MAIL

Mark McClellan, M.D., Ph.D.
Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1270-P

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, Maryland 21244-1850

Re: Comments on Proposed Rule CMS-1270-P; Competitive Acquisition
of Certain DMEPOS Under the Medicare Program

Dear Dr. McClellan;

Thank you for the opportunity to comment on the proposed regulations governing
the competitive acquisition of certain durable medical equipment, prosthetics, orthotics
and supplies (“DMEPOS”) as well as the implementation of quality standards in this
important area. We are writing on behalf of the Orthotic and Prosthetic Alliance (“the
O&P Alliance”), a recently formed coalition of the four primary organizations
representing the field of orthotics and prosthetics (“O&P”). The four organizations
include the American Academy of Orthotists and Prosthetists (AAOP), the American
Board for Certification in Orthotics and Prosthetics (ABC), the American Orthotic &
Prosthetic Association (AOPA), and the National Association for the Advancement of
Orthotics and Prosthetics (NAAOP). Together, the O&P Alliance represents the
scientific, research, professional, business, and quality improvement aspects of the
orthotic and prosthetic field.

As discussed below, the O&P Alliance believes that off-the-shelf (“OTS”)
orthoses should be exempt from the competitive bidding program since the minimal
program savings to be gained by competitive bidding of such services will be offset by
the significant administrative burden. However, the O&P Alliance supports the proposed
use of quality standards and mandatory accreditation for the provision of aill DMEPOS to
ensure that Medicare beneficiaries receive the highest quality care possible from the most
highly qualified suppliers. It is through this mechanism that we believe CMS will
achieve both higher quality and lesser expenditures for OTS orthoses. Also attached is an
addendum with additional comments related to competitive bidding that are not specific
to orthotics and prosthetics.




L Quality Standards

The O&P Alliance strongly supports the establishment of quality standards and
mandatory accreditation for all suppliers of orthotic and prosthetic services and devices.
Medicare beneficiaries are entitled to receive quality orthotic and prosthetic care from a
supplier with the O&P qualifications to provide such care, regardless of the type of
supplier that furnishes the services. For this reason, no supplier should be exempt
from Medicare's quality standards and accreditation requirements. To do so would
contravene the statutory language of the Medicare Moderization Act, potentially put
patients at risk of poor quality care, and subject the Medicare program to the threats (e.g.,
fraud and abuse, overutilization, poor patient care) that the quality standards requirement
was intended to address.

The O&P Alliance believes strongly that the level of complexity and
sophistication of the orthotic or prosthetic service being provided to the patient should
directly correlate to the quality standards and accreditation requirements. For instance, a
supplier that is qualified to provide off-the-shelf orthoses may be completely unqualified
to provide the full range of comprehensive orthotic care. This is largely a result of
significant changes in recent years in the provision of low-level orthotics, which are now
routinely provided in non-traditional supplier settings (i.e., not in orthotic patient care
clinics and facilities). The accreditation requirements and quality standards that are yet to
be published by CMS must recognize this distinction if the intent of the statute is to be
realized.

The O&P Alliance, therefore, requests CMS to require organizations that accredit
orthotic and prosthetic suppliers to adopt varying levels of credentials that comport with
the complexity and clinical expertise required to provide the wide scope of orthotic and
prosthetic care. We have previously submitted to CMS documents stating our collective
view that there are four basic levels of orthotic care and the qualifications of suppliers
that provide these services and devices must comport with the varying levels. These
levels are as follows:

1. Off-the-Shelf Orthotics: A prefabricated device sized and/or modified for
interim, evaluative or short term use by the patient in accordance with a
prescription and which does not require clinical judgment and alteration for
appropriate use.

2. Custom Fitted Device (Low): A prefabricated device sized and/or modified
for use by the patient in accordance with a prescription and which requires
substantial clinical judgment (involving medium Patient Assessment and
Formulation of the Treatment Plan and Follow Up Treatment Plan skills) and
substantive alteration (involving low Technical Implementation skills) for
appropriate use.

3. Custom Fitted Device (High): A prefabricated device sized and/or modified
for use by the patient in accordance with a prescription and which requires
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substantial clinical judgment (involving high Patient Assessment and
Formulation of the Treatment Plan and Follow Up Treatment Plan skills) and
substantive alteration (involving medium Technical Implementation skills) for
appropriate use.

4. Custom Fabricated Device: A device fabricated to comprehensive
measurements and/or a mold or patient model for use by a patient in
accordance with a prescription and which requires clinical and technical
judgment in its design, fabrication and fitting.

It is important to note that the term “prefabricated” is not synonymous with the term
“off-the-shelf.” There are many orthoses that begin as prefabricated devices or
prefabricated portions of devices that require high levels of clinical judgment and
technical skills to properly design and fit an appropriate permanent orthosis. The levels
suggested above explicitly recognize this distinction. -

In the proposed rule, CMS explicitly requests public comment on the issue of
identifying which HCPCS L-Codes will be considered to represent “off-the-shelf”
orthotics, thereby subjecting those orthoses to competitive bidding. With virtually
hundreds of L-codes in the HCPCS system, this is a task that requires an intimate
understanding of the L-Code system and the practice of orthotics. Led by AOPA’s
Coding Committee, the O&P Alliance has already undertaken this formidable task and
submitted to CMS on two previous occasions a comprehensive list of L-Codes that are
divided into the four categories listed above. We request that CMS strongly consider
these recommendations as they are the product of many hours of analysis and discussion
by experts in the O&P field.

The fact that CMS has not yet published the final quality standards or the
accreditation requirements for DMEPOS has made commenting further on this aspect of
the proposed rule very difficult. There are significant unknown factors at this point that
will be critical to an efficient system of quality standards and accreditation in the
DMEPOS benefit. In our view, CMS's main challenge with the O&P benefit is to strike
the proper balance between setting the bar too low (and permitting unqualified suppliers
to provide comprehensive O&P services to Medicare beneficiaries) and setting the bar
too high (and compromising access to orthotic and prosthetic care, particularly in
difficult-to-serve areas of the country).

Because of the importance of these issues, the O&P Alliance requests that
CMS publish the accreditation requirements on DMEPOS suppliers as a proposed
rule, thereby permitting the public to analyze and comment before final
implementation. We believe that mandatory accreditation and quality standards, if
properly designed and implemented, are the preferred method of achieving both program
savings and higher quality in the Medicare OTS orthotic benefit, rather than a
competitive bidding model.




1L Exempt Off-the-Shelf Orthotics from Competitive Bidding Based on Low
Potential for Savings (Criteria for Item Selection)

When Congress enacted the Medicare Modernization Act of 2003 (MMA), Pub.
Law 108-173, lawmakers granted CMS the authority to exempt certain items from a
Medicare competitive bidding program that were not likely to result in significant
savings. See Section 1847(a)(3)(B) of the Social Security Act. In CMS’ discussion of
this issue in the Notice of Proposed Rulemaking (NPRM), the agency proposes to
“exempt items outright or on an area by area basis using area-specific utilization data.”
See 71 Fed. Reg. 25,670.

We urge CMS to exempt outright all OTS orthotics from the Medicare
competitive bidding program on the basis that inclusion of OTS orthotics in a competitive
bidding program will not produce significant savings to the Medicare program.

Medicare’s own data from the competitive bidding demonstration project in San
Antonio, Texas strongly supports this conclusion. The Research Triangle Institute’s
(RTI) Final Evaluation Report “Evaluation of Medicare’s Competitive Bidding
Demonstration for DMEPOS” issued in November 2003 concluded,

“We believe that the product category of general orthotics is not as well-suited
for competitive bidding as oxygen equipment and supplies, hospital beds and
accessories, wheelchairs and accessories and nebulizer drugs. We reach this
conclusion primarily on the basis of the relatively low potential for savings in the
product category. We estimated that allowed charges on the demonstration items
would have totaled only about $200,000 per year in San Antonio in the absence of
the demonstration. At this level, even if competitive bidding reduced prices by 20
percent, the change in allowed charges would be relatively small. General
orthotics had the fewest bidders of all the product categories included in the
demonstration in San Antonio with only 14 suppliers submitting bids; 8 suppliers
were selected as demonstration providers.” (page 253)

The actual data from the competitive bidding demonstration related to certain
orthotics provides compelling support for our position. For the 23-month period (Feb. 1,
2001 — Dec. 31, 2002) during which competitive bidding for certain orthotics was tested
in San Antonio, the Medicare program saved a total of $89,462, or less than $45,000 per
year (page 92 of RTI’s Final Report). Moreover, since the conclusion of the San Antonio
demonstration project in 2002, all orthotic and prosthetic services, including OTS
orthotics, have been subject to a Medicare payment freeze as mandated by the MMA,
effectively reducing reimbursement rates for Medicare OTS orthotics by 7.9 percent as
compared to inflation.

In light of this data and because CMS determined through its proposed scoring
methodology that San Antonio is one of the ten largest MSAs with the highest potential
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for DMEPOS savings (see 71 Fed. Reg. 25,666), we believe that other MSAs would
likely yield even less savings than the original San Antonio demonstration.

Additionally, Section 1847(a)(1)(B)(ii) of the Social Security Act provides CMS
the authority to phase-in competitive bidding “first among the highest cost and highest
volume of items or those items that the Secretary determines have the largest savings
potential.” Once again, OTS orthotics do not meet the underlying conditions of the
statute. OTS orthotics are not high-cost or high-volume items nor do OTS orthotics have
the largest potential for savings based on the San Antonio demonstration.

Rather, we believe that CMS’ focus on the OTS benefit should be aimed at
designing, implementing and enforcing effective quality standards and mandatory
accreditation requirements to help:

(1) improve the quality of orthotic and prosthetic services delivered to
Medicare beneficiaries;

(2) ensure that orthotic and prosthetic suppliers are qualified to provide the
level of orthotic and prosthetic care required by the individual patient;

(3)  validate that services provided to beneficiaries are medically necessary;

4) ensure that orthotic and prosthetic services are not miscoded;

&) reduce unnecessary program expenditures for orthotics and prosthetics;
and

(6)  reduce opportunities for fraud and abuse in the program.

Again, we believe strongly that implementation and enforcement of effective
quality standards and mandatory accreditation requirements is a far better course for
CMS to take than competitive bidding of OTS orthotics. Whether or not CMS decides to
ultimately include OTS orthotics in competitive bidding programs, we recommend a
number of changes to the proposed competitive bidding regulations as detailed below and
in the attached Addendum, which lists our more general concerns with the design of the
competitive bidding program proposed by CMS.

III.  Definition of Minimal Self-Adjustment (Criteria for Item Selection)

We recommend amending the proposed definition of “minimal self-adjustment”
that is referenced in the preamble of the proposed rule. The Medicare Modernization Act
defines OTS orthotics as:

“{o]rthotics described in section 1861(s)(9) for which payment would otherwise
be made under section 1834(h) which require minimal self-adjustment for
appropriate use and do not require expertise in trimming, bending, molding,
assembling, or customizing to fit to the individual.” MMA, Pub. L. No. 108-173,
§ 302(b), codified at 42 U.S.C. § 1395w-3(a)(2)(C).
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The statute does not define what is meant by “minimal self-adjustment” other than this
statutory language. The definitions section of the proposed regulation (Section 414.402)
is consistent with the statute with regard to the definition of “off-the-shelf orthotics.”

However, the preamble to the proposed regulation states that “[w]e are proposing
that minimal self-adjustment would mean adjustments that the beneficiary, caretaker for
the beneficiary, or supplier of the device can perform without the assistance of a certified
orthotist (that is, an individual certified by either the American Board for Certification in
Orthotics and Prosthetics, Inc. or the Board for Orthotist/Prosthetist Certification).”
[Emphasis added]. Accordingly, pursuant to this definition, OTS orthotics would include
orthotics that require adjustments by a supplier (albeit not a certified orthotist).

We believe that the definition of OTS orthotics that appears in the definitions
section of the proposed rule should not be modified by the preamble language. The
definition of OTS orthotics should not include items that require the services of a
supplier. CMS’s proposed definition of “minimal self-adjustment” conflicts with the
plain-meaning of the statute. The term “self” in “self-adjustment” clearly indicates that
the definition of “OTS orthotics” are intended to be orthotics which can be properly
adjusted by the beneficiary, without assistance from a supplier. If an orthosis requires the
assistance of a supplier, then it cannot be self-adjusted.

Accordingly, we request that CMS clarify that “minimal self-adjustment” means
adjustments that the beneficiary or caretaker of the beneficiary can perform — it does not
mean adjustments that require the involvement of a supplier. In addition, the definition
of OTS orthotics must be established in the context of all levels of orthotic care, as
described above.

On a related issue, we applaud CMS for recognizing in the preamble the ABC and
BOC as the primary accrediting organizations in the field of orthotics and prosthetics.
The field of orthotics and prosthetics is separate and distinct from durable medical
equipment and supplies. The accrediting agencies that CMS determines are appropriate
for suppliers of orthotics and prosthetics should reflect this distinction. Because of this
distinction and the impact that the selected accrediting agencies will have on the quality
of O&P care for Medicare beneficiaries, we recommend that CMS incorporate references
to ABC and BOC in the regulations themselves, rather than relying on the preamble to
establish this important distinction.

IV.  New Gap-Filling Methodology

The preamble to the proposed rule discusses the use of three factors in its new
method of determining fees for new items and services: (1) functional assessment; (2)
price comparison analysis; and (3) medical benefit assessment. See 71 Fed. Reg. 25,687,
to be codified at 42 C.F.R. § 414.210(g). Our comments and recommendations on these
issues are as follows:




o Functional assessment—This assessment should only be used to ensure that
“like is being compared to like” in determining a fee schedule amount. Any
other use of a functional assessment is not appropriate, since it would enter the
realm of medical necessity judgments.

e Price comparison analysis—This comparison is reasonable if an appropriate
range of items are reviewed. However, in the past, we have found that CMS
has used a very limited list of items, oftentimes comparing orthoses and
prostheses to items and services that are not furnished by certified orthotists
and prosthetists, to set HCPCS code fee schedule amounts. Most recently,
this has occurred in setting fee schedule amounts for a number of orthoses.

This is unreasonable and results in fee schedule amounts that may be accurate
for devices often furnished by DME suppliers, but not for the services of
certified orthotists and prosthetists. This type of fee setting tends to either
force Medicare patients to use inexpensive, arguably inappropriate devices
when a more appropriate device is both available and appropriate to treat the
individual’s condition.

e Medical Benefit Assessment— We strongly protest the use of medical
benefit assessment in relation to fee determinations. Certainly, a
determination of medical necessity is required before any device can be paid
by the Medicare program, however, this decision must be made separately
from the calculation of fee schedule amounts.

The medical benefit of a device is a coverage decision, n