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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.
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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

4

e




| L

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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See Attachment
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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.




10.

11.

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 Competiti